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FEDERAL  FOOD,  DRUG,  AND  COSMETIC  ACT 

(References  in  brackets  [    ]  are  to  title  21,  United  States  Code) 

CHAPTER  I— SHORT  TITLE 

Section  1.  This  Act  may  be  cited  as  the  Federal  Food,  Drug,  and 
Cosmetic  Act. 

CHAPTER  II— DEFINITIONS  1 

Sec.  201.  [321]  For  the  purposes  of  this  Act— 

(a)  (1)  The  term  "State",  except  as  used  in  the  last  sentence  of  sec- 
tion 702(a),  means  any  State  or  Territory  of  the  United  States,  the 
District  of  Columbia,  and  the  Commonwealth  of  Puerto  Rico. 

(2)  The  term  "Territory"  means  any  Territory  or  possession  of 
the  United  States,  including  the  District  of  Columbia,  and  exclud- 
ing the  Commonwealth  of  Puerto  Rico  and  the  Canal  Zone. 

(b)  The  term  "interstate  commerce"  means  (1)  commerce  between 
any  State  or  Territory  and  any  place  outside  thereof,  and  (2)  com- 
merce within  the  District  of  Columbia  or  within  any  other  Terri- 
tory not  organized  with  a  legislative  body. 

(c)  The  term  "Department"  means  the  U.S.  Department  of 
Health,  Education,  and  Welfare. 

(d)  The  term  "Secretary"  means  the  Secretary  of  Health,  Educa- 
tion, and  Welfare. 

(e)  The  term  "person"  includes  individual,  partnership,  corpora- 
tion, and  association. 

(f)  1  The  term  "food"  means  (1)  articles  used  for  food  or  drink  for 
man  or  other  animals,  (2)  chewing  gum,  and  (3)  articles  used  for 
components  of  any  such  article. 

(g)  (1)  The  term  "drug"  means  (A)  articles  recognized  in  the  offi- 
cial United  States  Pharmacopeia,  official  Homeopathic  Pharmaco- 
peia of  the  United  States,  or  official  National  Formulary,  or  any 
supplement  to  any  of  them;  and  (B)  articles  intended  for  use  in  the 
diagnosis,  cure,  mitigation,  treatment,  or  prevention  of  disease  in 
man  or  other  animals;  and  (C)  articles  (other  than  food)  intended  to 


1  The  following  additional  definitions  applicable  to  this  Act  are  provided  for  in  other  Acts: 

Butter.  The  Act  of  March  4,  1923  (21  U.S.C.  321a),  defines  butter  as  "the  food  product  usually 
known  as  butter,  and  which  is  made  exclusively  from  milk  or  cream,  or  both,  with  or  without 
common  salt,  and  with  or  without  additional  coloring  matter,  and  containing  not  less  than  80 
per  centum  by  weight  of  milk  fat,  all  tolerances  having  been  allowed  for." 

Package.  The  Act  of  July  24,  1919  (21  U.S.C.  321b),  states  "The  word  'package'  shall  include 
and  shall  be  construed  to  include  wrapped  meats  inclosed  in  papers  or  other  materials  as  pre- 
pared by  the  manufacturers  thereof  for  sale." 

Nonfat  Dry  Milk,  Milk.  The  Act  of  July  2,  1956  (21  U.S.C.  321c),  defines  nonfat  dry  milk  as 
"the  product  resulting  from  the  removal  of  fat  and  water  from  milk,  and  contains  the  lactose, 
milk  proteins,  and  milk  minerals  in  the  same  relative  proportions  as  in  the  fresh  milk  from 
which  made.  It  contains  not  over  5  per  centum  by  weight  of  moisture.  The  fat  content  is  not 
over  IV2  per  centum  by  weight  unless  otherwise  indicated.",  and  defines  milk  to  mean  sweet 
milk  of  cows. 
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affect  the  structure  or  any  function  of  the  body  of  man  or  other 
animals;  and  (D)  articles  intended  for  use  as  a  component  of  any 
articles  specified  in  clause  (A),  (B),  or  (C).  A  food  for  which  a  claim, 
subject  to  sections  403(r)(l)(B)  and  403(r)(3)  or  sections  403(r)(l)(B) 
and  403(r)(5)(D),  is  made  in  accordance  with  the  requirements  of 
section  403(r)  is  not  a  drug  under  clause  (B)  solely  because  the  label 
or  labeling  contains  such  a  claim. 

(2)  The  term  '  'counterfeit  drug"  means  a  drug  which,  or  the  con- 
tainer or  labeling  of  which,  without  authorization,  bears  the  trade- 
mark, trade  name,  or  other  identifying  mark,  imprint,  or  device,  or 
any  likeness  thereof,  of  a  drug  manufacturer,  processor,  packer,  or 
distributor  other  than  the  person  or  persons  who  in  fact  manufac- 
tured, processed,  packed,  or  distributed  such  drug  and  which  there- 
by falsely  purports  or  is  represented  to  be  the  product  of,  or  to 
have  been  packed  or  distributed  by,  such  other  drug  manufacturer, 
processor,  packer,  or  distributor. 

(h)  The  term  "device"  (except  when  used  in  paragraph  (n)  of  this 
section  and  in  sections  301(i),  403(f),  502(c),  and  602(c))  means  an  in- 
strument, apparatus,  implement,  machine,  contrivance,  implant,  in 
vitro  reagent,  or  other  similar  or  related  article,  including  any 
component,  part,  or  accessory,  which  is — 

(1)  recognized  in  the  official  National  Formulary,  or  the 
United  States  Pharmacopeia,  or  any  supplement  to  them, 

(2)  intended  for  use  in  the  diagnosis  of  disease  or  other  condi- 
tions, or  in  the  cure,  mitigation,  treatment,  or  prevention  of 
disease,  in  man  or  other  animals,  or 

(3)  intended  to  affect  the  structure  or  any  function  of  the 
body  of  man  or  other  animals,  and 

which  does  not  achieve  any  of  its  principal  intended  purposes 
through  chemical  action  within  or  on  the  body  of  man  or  other  ani- 
mals and  which  is  not  dependent  upon  being  metabolized  for  the 
achievement  of  its  primary  intended  purposes. 

(i)  The  term  "cosmetic"  means  (1)  articles  intended  to  be  rubbed, 
poured,  sprinkled,  or  sprayed  on,  introduced  into,  or  otherwise  ap- 
plied to  the  human  body  or  any  part  thereof  for  cleansing,  beauti- 
fying, promoting  attractiveness,  or  altering  the  appearance,  and  (2) 
articles  intended  for  use  as  a  component  of  any  such  articles; 
except  that  such  term  shall  not  include  soap. 

(j)  The  term  "official  compendium"  means  the  official  United 
States  Pharmacopeia,  official  Homeopathic  Pharmacopeia  of  the 
United  States,  official  National  Formulary,  or  any  supplement  to 
any  of  them. 

(k)  The  term  "label"  means  a  display  of  written,  printed,  or 
graphic  matter  upon  the  immediate  container  of  any  article;  and  a 
requirement  made  by  or  under  authority  of  this  Act  that  any  word, 
statement,  or  other  information  appear  on  the  label  shall  not  be 
considered  to  be  complied  with  unless  such  word,  statement,  or 
other  information  also  appears  on  the  outside  container  or  wrap- 
per, if  any  there  be,  of  the  retail  package  of  such  article,  or  is 
easily  legible  through  the  outside  container  or  wrapper. 

(1)  The  term  "immediate  container"  does  not  include  package 
liners. 
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(m)  The  term  "labeling"  means  all  labels  and  other  written, 
printed,  or  graphic  matter  (1)  upon  any  article  or  any  of  its  con- 
tainers or  wrappers,  or  (2)  accompanying  such  article. 

(n)  If  an  article  is  alleged  to  be  misbranded  because  the  labeling 
or  advertising  is  misleading,  then  in  determining  whether  the  la- 
beling or  advertising  is  misleading  there  shall  be  taken  into  ac- 
count (among  other  things)  not  only  representations  made  or  sug- 
gested by  statement,  word,  design,  device,  or  any  combination 
thereof,  but  also  the  extent  to  which  the  labeling  or  advertising 
fails  to  reveal  facts  material  in  the  light  of  such  representations  or 
material  with  respect  to  consequences  which  may  result  from  the 
use  of  the  article  to  which  the  labeling  or  advertising  relates  under 
the  conditions  of  use  prescribed  in  the  labeling  or  advertising 
thereof  or  under  such  conditions  of  use  as  are  customary  or  usual. 

(o)  The  representation  of  a  drug,  in  its  labeling,  as  an  antiseptic 
shall  be  considered  to  be  a  representation  that  it  is  a  germicide, 
except  in  the  case  of  a  drug  purporting  to  be,  or  represented  as,  an 
antiseptic  for  inhibitory  use  as  a  wet  dressing,  ointment,  dusting 
powder,  or  such  other  use  as  involves  prolonged  contact  with  the 
body. 

(p)  The  term  "new  drug"  means — 

(1)  Any  drug  (except  a  new  animal  drug  or  an  animal  feed 
bearing  or  containing  a  new  animal  drug)  the  composition  of 
which  is  such  that  such  drug  is  not  generally  recognized, 
among  experts  qualified  by  scientific  training  and  experience 
to  evaluate  the  safety  and  effectiveness  of  drugs,  as  safe  and 
effective  for  use  under  the  conditions  prescribed,  recommend- 
ed, or  suggested  in  the  labeling  thereof,  except  that  such  a 
drug  not  so  recognized  shall  not  be  deemed  to  be  a  "new  drug" 
if  at  any  time  prior  to  the  enactment  of  this  Act  it  was  subject 
to  the  Food  and  Drugs  Act  of  June  30,  1906,  as  amended,  and  if 
at  such  time  its  labeling  contained  the  same  representations 
concerning  the  conditions  of  its  use;  or 

(2)  Any  drug  (except  a  new  animal  drug  or  an  animal  feed 
bearing  or  containing  a  new  animal  drug)  the  composition  of 
which  is  such  that  such  drug,  as  a  result  of  investigations  to 
determine  its  safety  and  effectiveness  for  use  under  such  condi- 
tions, has  become  so  recognized,  but  which  has  not,  otherwise 
than  in  such  investigations,  been  used  to  a  material  extent  or 
for  a  material  time  under  such  conditions. 

(q)  The  term  "pesticide  chemical"  means  any  substance  which, 
alone,  in  chemical  combination  or  in  formulation  with  one  or  more 
other  substances,  is  a  pesticide  within  the  meaning  of  the  Federal 
Insecticide,  Fungicide,  and  Rodenticide  Act  (7  U.S.C.,  sees.  135- 
135&)  as  now  in  force  or  as  hereafter  amended,  and  which  is  used 
in  the  production,  storage,  or  transportation  of  raw  agricultural 
commodities. 

(r)  The  term  "raw  agricultural  commodity"  means  any  food  in  its 
raw  or  natural  state,  including  all  fruits  that  are  washed,  colored, 
or  otherwise  treated  in  their  unpeeled  natural  form  prior  to  mar- 
keting. 

(s)  The  term  "food  additive"  means  any  substance  the  intended 
use  of  which  results  or  may  reasonably  be  expected  to  result,  di- 
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rectly  or  indirectly,  in  its  becoming  a  component  or  otherwise  af- 
fecting the  characteristics  of  any  food  (including  any  substance  in- 
tended for  use  in  producing,  manufacturing,  packing,  processing, 
preparing,  treating,  packaging,  transporting,  or  holding  food;  and 
including  any  source  of  radiation  intended  for  any  such  use),  if 
such  substance  is  not  generally  recognized,  among  experts  qualified 
by  scientific  training  and  experience  to  evaluate  its  safety,  as 
having  been  adequately  shown  through  scientific  procedures  (or,  in 
the  case  of  a  substance  used  in  food  prior  to  January  1,  1958, 
through  either  scientific  procedures  or  experience  based  on 
common  use  in  food)  to  be  safe  under  the  conditions  of  its  intended 
use;  except  that  such  term  does  not  include — 

(1)  a  pesticide  chemical  in  or  on  a  raw  agricultural  commodi- 
ty; or 

(2)  a  pesticide  chemical  to  the  extent  that  it  is  intended  for 
use  or  is  used  in  the  production,  storage,  or  transportation  of 
any  raw  agricultural  commodity;  or 

(3)  a  color  additive;  or 

(4)  any  substance  used  in  accordance  with  a  sanction  or  ap- 
proval granted  prior  to  the  enactment  of  this  paragraph  pursu- 
ant to  this  Act,  the  Poultry  Products  Inspection  Act  (21  U.S.C. 
451  and  the  following)  or  the  Meat  Inspection  Act  of  March  4, 
1907  (34  Stat.  1260),  as  amended  and  extended  (21  U.S.C.  71 
and  the  following);  or 

(5)  a  new  animal  drug. 

(t)(l)  The  term  ' 'color  additive"  means  a  material  which — 

(A)  is  a  dye,  pigment,  or  other  substance  made  by  a  process 
of  synthesis  or  similar  artifice,  or  extracted,  isolated,  or  other- 
wise derived,  with  or  without  intermediate  or  final  change  of 
identity,  from  a  vegetable,  animal,  mineral,  or  other  source, 
and 

(B)  when  added  or  applied  to  a  food,  drug,  or  cosmetic,  or  to 
the  human  body  or  any  part  thereof,  is  capable  (alone  or 
through  reaction  with  other  substance)  of  imparting  color 
thereto; 

except  that  such  term  does  not  include  any  material  which  the  Sec- 
retary, by  regulation,  determines  is  used  (or  intended  to  be  used) 
solely  for  a  purpose  or  purposes  other  than  coloring. 

(2)  The  term  ' 'color"  includes  black,  white,  and  intermediate 
grays. 

(3)  Nothing  in  subparagraph  (1)  of  this  paragraph  shall  be  con- 
strued to  apply  to  any  pesticide  chemical,  soil  or  plant  nutrient,  or 
other  agricultural  chemical  solely  because  of  its  effect  in  aiding,  re- 
tarding, or  otherwise  affecting,  directly  or  indirectly,  the  growth  or 
other  natural  physiological  processes  of  produce  of  the  soil  and 
thereby  affecting  its  color,  whether  before  or  after  harvest. 

(u)  The  term  "safe,"  as  used  in  paragraph  (s)  of  this  section  and 
in  sections  409,  512,  and  706,  has  reference  to  the  health  of  man  or 
animal. 

(v)  1  *  *  *. 


1  Repealed  by  sec.  701  of  P.L.  91-513. 
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(w)  The  term  "new  animal  drug"  means  any  drug  intended  for 
use  for  animals  other  than  man,  including  any  drug  intended  for 
use  in  animal  feed  but  not  including  such  animal  feed — 

(1)  the  composition  of  which  is  such  that  such  drug  is  not 
generally  recognized,  among  experts  qualified  by  scientific 
training  and  experience  to  evaluate  the  safety  and  effective- 
ness of  animal  drugs,  as  safe  and  effective  for  use  under  the 
conditions  prescribed,  recommended,  or  suggested  in  the  label- 
ing thereof;  except  that  such  a  drug  not  so  recognized  shall  not 
be  deemed  to  be  a  "new  animal  drug"  if  at  any  time  prior  to 
June  25,  1938,  it  was  subject  to  the  Food  and  Drug  Act  of  June 
30,  1906,  as  amended,  and  if  at  such  time  its  labeling  contained 
the  same  representations  concerning  the  conditions  of  its  use; 
or 

(2)  the  composition  of  which  is  such  that  such  drug,  as  a 
result  of  investigations  to  determine  its  safety  and  effective- 
ness for  use  under  such  conditions,  has  become  so  recognized 
but  which  has  not,  otherwise  than  in  such  investigations,  been 
used  to  a  material  extent  or  for  a  material  time  under  such 
conditions. 

(x)  The  term  "animal  feed",  as  used  in  paragraph  (w)  of  this  sec- 
tion, in  section  512,  and  in  provisions  of  this  Act  referring  to  such 
paragraph  or  section,  means  an  article  which  is  intended  for  use 
for  food  for  animals  other  than  man  and  which  is  intended  for  use 
as  a  substantial  source  of  nutrients  in  the  diet  of  the  animal,  and  is 
not  limited  to  a  mixture  intended  to  be  the  sole  ration  of  the 
animal. 

(y)  The  term  "informal  hearing"  means  a  hearing  which  is  not 
subject  to  section  554,  556,  or  557  of  title  5  of  the  United  States 
Code  and  which  provides  for  the  following: 

(1)  The  presiding  officer  in  the  hearing  shall  be  designated 
by  the  Secretary  from  officers  and  employees  of  the  Depart- 
ment of  Health,  Education,  and  Welfare  who  have  not  partici- 
pated in  any  action  of  the  Secretary  which  is  the  subject  of  the 
hearing  and  who  are  not  directly  responsible  to  an  officer  or 
employee  of  the  Department  who  has  participated  in  any  such 
action. 

(2)  Each  party  to  the  hearing  shall  have  the  right  at  all 
times  to  be  advised  and  accompanied  by  an  attorney. 

(3)  Before  the  hearing,  each  party  to  the  hearing  shall  be 
given  reasonable  notice  of  the  matters  to  be  considered  at  the 
hearing,  including  a  comprehensive  statement  of  the  basis  for 
the  action  taken  or  proposed  by  the  Secretary  which  is  the  sub- 
ject of  the  hearing  and  a  general  summary  of  the  information 
which  will  be  presented  by  the  Secretary  at  the  hearing  in  sup- 
port of  such  action. 

(4)  At  the  hearing  the  parties  to  the  hearing  shall  have  the 
right  to  hear  a  full  and  complete  statement  of  the  action  of  the 
Secretary  which  is  the  subject  of  the  hearing  together  with  the 
information  and  reasons  supporting  such  action,  to  conduct 
reasonable  questioning,  and  to  present  any  oral  or  written  in- 
formation relevant  to  such  action. 
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(5)  The  presiding  officer  in  such  hearing  shall  prepare  a  writ- 
ten report  of  the  hearing  to  which  shall  be  attached  all  written 
material  presented  at  the  hearing.  The  participants  in  the 
hearing  shall  be  given  the  opportunity  to  review  and  correct  or 
supplement  the  presiding  officer's  report  of  the  hearing. 

(6)  The  Secretary  may  require  the  hearing  to  be  transcribed. 
A  party  to  the  hearing  shall  have  the  right  to  have  the  hearing 
transcribed  at  his  expense.  Any  transcription  of  a  hearing 
shall  be  included  in  the  presiding  officer's  report  of  the  hear- 
ing. 

(z)  The  term  "saccharin"  includes  calcium  saccharin,  sodium  sac- 
charin, and  ammonium  saccharin. 

(aa)  The  term  "infant  formula"  means  a  food  which  purports  to 
be  or  is  represented  for  special  dietary  use  solely  as  a  food  for  in- 
fants by  reason  of  its  simulation  of  human  milk  or  its  suitability  as 
a  complete  or  partial  substitute  for  human  milk. 

CHAPTER  III— PROHIBITED  ACTS  AND  PENALTIES 

PROHIBITED  ACTS 

Sec.  301.  [331 J  The  following  acts  and  the  causing  thereof  are 
hereby  prohibited: 

(a)  The  introduction  or  delivery  for  introduction  into  interstate 
commerce  of  any  food,  drug,  device,  or  cosmetic  that  is  adulterated 
or  misbranded. 

(b)  The  adulteration  or  misbranding  of  any  food,  drug,  device,  or 
cosmetic  in  interstate  commerce. 

(c)  The  receipt  in  interstate  commerce  of  any  food,  drug,  device, 
or  cosmetic  that  is  adulterated  or  misbranded,  and  the  delivery  or 
proffered  delivery  thereof  for  pay  or  otherwise. 

(d)  The  introduction  or  delivery  for  introduction  into  interstate 
commerce  of  any  article  in  violation  of  section  404  or  505. 

(e)  The  refusal  to  permit  access  to  or  copying  of  any  record  as 
required  by  section  412  or  703;  or  the  failure  to  establish  or  main- 
tain any  record,  or  make  any  report,  required  under  section  412, 
505  (i)  or  (k),  507  (d)  or  (g),  512  (j),  (1)  or  (m),  515(f),  or  519  or  the 
refusal  to  permit  access  to  or  verification  or  copying  of  any  such 
required  record. 

(f)  The  refusal  to  permit  entry  or  inspection  as  authorized  by  sec- 
tion 704. 

(g)  The  manufacture  within  any  Territory  of  any  food,  drug, 
device,  or  cosmetic  that  is  adulterated  or  misbranded. 

(h)  The  giving  of  a  guaranty  or  undertaking  referred  to  in  section 
333(c)(2)  of  this  title  which  guaranty  or  undertaking  is  false,  except 
by  a  person  who  relied  upon  a  guaranty  or  undertaking  to  the 
same  effect  signed  by,  and  containing  the  name  and  address  of,  the 
person  residing  in  the  United  States  from  whom  he  received  in 
good  faith  the  food,  drug,  device,  or  cosmetic;  or  the  giving  of  a 
guaranty  or  undertaking  referred  to  in  section  333(c)(3)  of  this  title 
which  guaranty  or  undertaking  is  false. 

(i)  (l)  Forging,  counterfeiting,  simulating,  or  falsely  representing, 
or  without  proper  authority  using  any  mark,  stamp,  tag,  label,  or 
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other  identification  device  authorized  or  required  by  regulations 
promulgated  under  the  provisions  of  section  404,  506,  507,  or  706. 

(2)  Making,  selling,  disposing  of,  or  keeping  in  possession,  control, 
or  custody,  or  concealing  any  punch,  die,  plate,  stone,  or  other 
thing  designed  to  print,  imprint,  or  reproduce  the  trademark,  trade 
name,  or  other  identifying  mark,  imprint,  or  device  of  another  or 
any  likeness  of  any  of  the  foregoing  upon  any  drug  or  container  or 
labeling  thereof  so  as  to  render  such  drugs  a  counterfeit  drug. 

(3)  The  doing  of  any  act  which  causes  a  drug  to  be  a  counterfeit 
drug,  or  the  sale  or  dispensing,  or  the  holding  for  sale  or  dispens- 
ing, of  a  counterfeit  drug. 

(j)  The  using  by  any  person  to  his  own  advantage,  or  revealing, 
other  than  to  the  Secretary  or  officers  or  employees  of  the  Depart- 
ment, or  to  the  courts  when  relevant  in  any  judicial  proceeding 
under  this  Act,  any  information  acquired  under  authority  of  sec- 
tion 404,  409,  412,  505,  506,  507,  510,  512,  513,  514,  515,  516,  518, 
519,  520,  704,  706,  or  708  concerning  any  method  or  process  which 
as  a  trade  secret  is  entitled  to  protection.  This  paragraph  does  not 
authorize  the  withholding  of  information  from  either  House  of  Con- 
gress or  from,  to  the  extent  of  matter  within  its  jurisdiction,  any 
committee  or  subcommittee  of  such  committee  or  any  joint  commit- 
tee of  Congress  or  any  subcommittee  of  such  joint  committee. 

(k)  The  alteration,  mutilation,  destruction,  obliteration,  or  remov- 
al of  the  whole  or  any  part  of  the  labeling  of,  or  the  doing  of  any 
other  act  with  respect  to,  a  food,  drug,  device,  or  cosmetic,  if  such 
act  is  done  while  such  article  is  held  for  sale  (whether  or  not  the 
first  sale)  after  shipment  in  interstate  commerce  and  results  in 
such  article  being  adulterated  or  misbranded. 

(1)  The  using,  on  the  labeling  of  any  drug  or  device  or  in  any  ad- 
vertising relating  to  such  drug  or  device,  of  any  representation  or 
suggestion  that  approval  of  an  application  with  respect  to  such 
drug  or  device  is  in  effect  under  section  505,  515,  or  520(g),  as  the 
case  may  be,  or  that  such  drug  or  device  complies  with  the  provi- 
sions of  such  section. 

(m)  The  sale  or  offering  for  sale  of  colored  oleomargarine  or  col- 
ored margarine,  or  the  possession  or  serving  of  colored  oleomarga- 
rine or  colored  margarine  in  violation  of  section  407(b)  or  407(c). 

(n)  The  using,  in  labeling,  advertising  or  other  sales  promotion  of 
any  reference  to  any  report  or  analysis  furnished  in  compliance 
with  section  704. 

(o)  In  the  case  of  a  prescription  drug  distributed  or  offered  for 
sale  in  interstate  commerce,  the  failure  of  the  manufacturer, 
packer,  or  distributor  thereof  to  maintain  for  transmittal,  or  to 
transmit,  to  any  practitioner  licensed  by  applicable  State  law  to  ad- 
minister such  drug  who  makes  written  request  for  information  as 
to  such  drug,  true  and  correct  copies  of  all  printed  matter  which  is 
required  to  be  included  in  any  package  in  which  that  drug  is  dis- 
tributed or  sold,  or  such  other  printed  matter  as  is  approved  by  the 
Secretary.  Nothing  in  this  paragraph  shall  be  construed  to  exempt 
any  person  from  any  labeling  requirement  imposed  by  or  under 
other  provisions  of  this  Act. 
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(p)  The  failure  to  register  in  accordance  with  section  510,  the  fail- 
ure to  provide  any  information  required  by  section  510(j)  or  510(k); 
or  the  failure  to  provide  a  notice  required  by  section  510(j)(2). 

(q)(l)  The  failure  or  refusal  to  (A)  comply  with  any  requirement 
prescribed  under  section  518  or  520(g),  or  (B)  furnish  any  notifica- 
tion or  other  material  or  information  required  by  or  under  section 
519  or  520(g). 

(2)  With  respect  to  any  device,  the  submission  of  any  report  that 
is  required  by  or  under  this  Act  that  is  false  or  misleading  in  any 
material  respect. 

(r)  The  movement  of  a  device  in  violation  of  an  order  under  sec- 
tion 304(g)  or  the  removal  or  alteration  of  any  mark  or  label  re- 
quired by  the  order  to  identify  the  device  as  detained. 

(s)  The  failure  to  provide  the  notice  required  by  section  412(c)  or 
412(d),  the  failure  to  make  the  reports  required  by  section 
412(f)(1)(B),  the  failure  to  retain  the  records  required  by  section 
412(b)(4),  or  the  failure  to  meet  the  requirements  prescribed  under 
section  412(f)(3). 

(t)  The  importation  of  a  drug  in  violation  of  section  801(d)(1),  the 
sale,  purchase,  or  trade  of  a  drug  or  drug  sample  or  the  offer  to 
sell,  purchase,  or  trade  a  drug  or  drug  sample  in  violation  of  sec- 
tion 503(c),  the  sale,  purchase,  or  trade  of  a  coupon,  the  offer  to 
sell,  purchase,  or  trade  such  a  coupon,  or  the  counterfeiting  of  such 
a  coupon  in  violation  of  section  503(c)(2),  the  distribution  of  a  drug 
sample  in  violation  of  section  503(d)  or  the  failure  to  otherwise 
comply  with  the  requirements  of  section  503(d),  or  the  distribution 
of  drugs  in  violation  of  section  503(e)  or  the  failure  to  otherwise 
comply  with  the  requirements  of  section  503(e). 

INJUNCTION  PROCEEDINGS 

Sec.  302.  [332}  (a)  The  district  courts  of  the  United  States  and 
the  United  States  courts  of  the  Territories  shall  have  jurisdiction, 
for  cause  shown,  and  subject  to  the  provisions  of  section  381  (relat- 
ing to  notice  to  opposite  party)  of  Title  28,  to  restrain  violations  of 
section  301  of  this  title,  except  paragraphs  (h),  (i),  and  (j)  of  said  sec- 
tion. 

(b)  In  case  of  violation  of  an  injunction  or  restraining  order 
issued  under  this  section,  which  also  constitutes  a  violation  of  this 
Act,  trial  shall  be  by  the  court,  or,  upon  demand  of  the  accused,  by 
a  jury.  Such  trial  shall  be  conducted  in  accordance  with  the  prac- 
tice and  procedure  applicable  in  the  case  of  proceedings  subject  to 
the  provisions  of  section  22  of  such  Act  of  October  15,  1914,  as 
amended.  [This  section,  which  appeared  as  U.S.C.,  title  28,  sec.  387, 
has  been  repealed.  It  is  now  covered  by  Rule  42(b),  Federal  Rules  of 
Criminal  Procedure.] 

PENALTIES 

Sec.  303.  [333]  (a)(1)  Any  person  who  violates  a  provision  of  sec- 
tion 301  shall  be  imprisoned  for  not  more  than  one  year  or  fined 
not  more  than  $1,000,  or  both. 

(2)  Notwithstanding  the  provisions  of  paragraph  (1)  of  this  sec- 
tion, if  any  person  commits  such  a  violation  after  a  conviction  of 
him  under  this  section  has  become  final,  or  commits  such  a  viola- 
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tion  with  the  intent  to  defraud  or  mislead,  such  person  shall  be  im- 
prisoned for  not  more  than  three  years  or  fined  not  more  than 
$10,000  or  both. 

(b)(1)  Notwithstanding  subsection  (a),  any  person  who  violates 
section  301(t)  because  of  an  importation  of  a  drug  in  violation  of 
section  801(d)(1),  because  of  a  sale,  purchase,  or  trade  of  a  drug  or 
drug  sample  or  the  offer  to  sell,  purchase,  or  trade  a  drug  or  drug 
sample  in  violation  of  section  503(c),  because  of  the  sale,  purchase, 
or  trade  of  a  coupon,  the  offer  to  sell,  purchase,  or  trade  such  a 
coupon,  or  the  counterfeiting  of  such  a  coupon  in  violation  of  sec- 
tion 503(c)(2),  or  the  distribution  of  drugs  in  violation  of  section 
503(e)(2)(A)  shall  be  imprisoned  for  not  more  than  10  years  or  fined 
not  more  than  $250,000,  or  both. 

(2)  Any  manufacturer  or  distributor  who  distributes  drug  sam- 
ples by  means  other  than  the  mail  or  common  carrier  whose  repre- 
sentative, during  the  course  of  the  representative's  employment  or 
association  with  that  manufacturer  or  distributor,  violated  section 
301(t)  because  of  a  violation  of  section  503(c)(1)  or  violated  any 
State  law  prohibiting  the  sale,  purchase,  or  trade  of  a  drug  sample 
subject  to  section  503(b)  or  the  offer  to  sell,  purchase,  or  trade  such 
a  drug  sample  shall,  upon  conviction  of  the  representative  for  such 
violation,  be  subject  to  the  following  civil  penalties: 

(A)  A  civil  penalty  of  not  more  than  $50,000  for  each  of  the 
first  two  such  violations  resulting  in  a  conviction  of  any  repre- 
sentative of  the  manufacturer  or  distributor  in  any  10-year 
period. 

(B)  A  civil  penalty  of  not  more  than  $1,000,000  for  each  viola- 
tion resulting  in  a  conviction  of  any  representative  after  the 
second  conviction  in  any  10-year  period. 

For  the  purposes  of  this  paragraph,  multiple  convictions  of  one  or 
more  persons  arising  out  of  the  same  event  or  transaction,  or  a  re- 
lated series  of  events  or  transactions,  shall  be  considered  as  one 
violation. 

(3)  Any  manufacturer  or  distributor  who  violates  section  301(t) 
because  of  a  failure  to  make  a  report  required  by  section 
503(d)(3)(E)  shall  be  subject  to  a  civil  penalty  of  not  more  than 
$100,000. 

(4)  (A)  If  a  manufacturer  or  distributor  or  any  representative  of 
such  manufacturer  or  distributor  provides  information  leading  to 
the  arrest  and  conviction  of  any  representative  of  that  manufactur- 
er or  distributor  for  a  violation  of  section  301(t)  because  of  a  sale, 
purchase,  or  trade  or  offer  to  purchase,  sell,  or  trade  a  drug  sample 
in  violation  of  section  503(c)(1)  or  for  a  violation  of  State  law  pro- 
hibiting the  sale,  purchase,  or  trade  or  offer  to  sell,  purchase,  or 
trade  a  drug  sample,  the  conviction  of  such  representative  shall  not 
be  considered  as  a  violation  for  purposes  of  paragraph  (2). 

(B)  If,  in  an  action  brought  under  paragraph  (2)  against  a  manu- 
facturer or  distributor  relating  to  the  conviction  of  a  representative 
of  such  manufacturer  or  distributor  for  the  sale,  purchase,  or  trade 
of  a  drug  or  the  offer  to  sell,  purchase,  or  trade  a  drug,  it  is  shown, 
by  clear  and  convincing  evidence — 

(i)  that  the  manufacturer  or  distributor  conducted,  before  the 
arrest  of  such  representative  for  the  violation  which  resulted 
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in  such  conviction,  an  investigation  of  events  or  transactions 
which  would  have  led  to  the  reporting  of  information  leading 
to  the  arrest  and  conviction  of  such  representative  for  such 
purchase,  sale,  or  trade  or  offer  to  purchase,  sell,  or  trade,  or 
(ii)  that,  except  in  the  case  of  the  conviction  of  a  representa- 
tive employed  in  a  supervisory  function,  despite  diligent  imple- 
mentation by  the  manufacturer  or  distributor  of  an  independ- 
ent audit  and  security  system  designed  to  detect  such  a  viola- 
tion, the  manufacturer  or  distributor  could  not  reasonably 
have  been  expected  to  have  detected  such  violation, 
the  conviction  of  such  representative  shall  not  be  considered  as  a 
conviction  for  purposes  of  paragraph  (2). 

(5)  If  a  person  provides  information  leading  to  the  arrest  and  con- 
viction of  a  person  for  a  violation  of  section  301(t)  because  of  the 
sale,  purchase,  or  trade  of  a  drug  sample  or  the  offer  to  sell,  pur- 
chase, or  trade  a  drug  sample  in  violation  of  section  503(c)(1),  such 
person  shall  be  entitled  to  one-half  of  the  criminal  fine  imposed 
and  collected  for  such  violation  but  not  more  than  $125,000. 

(c)  No  person  shall  be  subject  to  the  penalties  of  subsection  (a)  of 
this  section,  (1)  for  having  received  in  interstate  commerce  any  ar- 
ticle and  delivered  it  or  proffered  delivery  of  it,  if  such  delivery  or 
proffer  was  made  in  good  faith,  unless  he  refuses  to  furnish  on  re- 
quest of  an  officer  or  employee  duly  designated  by  the  Secretary 
the  name  and  address  of  the  person  from  whom  he  purchased  or 
received  such  article  and  copies  of  all  documents,  if  any  there  be, 
pertaining  to  the  delivery  of  the  article  to  him;  or  (2)  for  having 
violated  section  301(a)  or  (d),  if  he  establishes  a  guaranty  or  under- 
taking signed  by,  and  containing  the  name  and  address  of,  the 
person  residing  in  the  United  States  from  whom  he  received  in 
good  faith  the  article,  to  the  effect,  in  case  of  an  alleged  violation  of 
section  301(a),  that  such  article  is  not  adulterated  or  misbranded, 
within  the  meaning  of  this  Act,  designating  this  Act,  or  to  the 
effect,  in  case  of  an  alleged  violation  of  section  301(d),  that  such  ar- 
ticle is  not  an  article  which  may  not,  under  the  provisions  of  sec- 
tion 404  or  505,  be  introduced  into  interstate  commerce;  or  (3)  for 
having  violated  section  301(a),  where  the  violation  exists  because 
the  article  is  adulterated  by  reason  of  containing  a  color  additive 
not  from  a  batch  certified  in  accordance  with  regulations  promul- 
gated by  the  Secretary  under  this  Act,  if  such  person  establishes  a 
guaranty  or  undertaking  signed  by,  and  containing  the  name  and 
address  of,  the  manufacturer  of  the  color  additive,  to  the  effect  that 
such  color  additive  was  from  a  batch  certified  in  accordance  with 
the  applicable  regulations  promulgated  by  the  Secretary  under  this 
Act;  or  (4)  for  having  violated  section  301  (b),  (c),  or  (k)  by  failure  to 
comply  with  section  502(f)  in  respect  to  an  article  received  in  inter- 
state commerce  to  which  neither  section  503(a)  nor  section  503(b)(1) 
is  applicable,  if  the  delivery  or  proffered  delivery  was  made  in  good 
faith  and  the  labeling  at  the  time  thereof  contained  the  same  direc- 
tions for  use  and  warning  statements  as  were  contained  in  the  la- 
beling at  the  time  of  such  receipt  of  such  article;  or  (5)  for  having 
violated  section  301(i)(2)  if  such  person  acted  in  good  faith  and  had 
no  reason  to  believe  that  use  of  the  punch,  die,  plate,  stone,  or 
other  thing  involved  would  result  in  a  drug  being  a  counterfeit 
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drug,  or  for  having  violated  section  301(i)(3)  if  the  person  doing  the 
act  or  causing  it  to  be  done  acted  in  good  faith  and  had  no  reason 
to  believe  that  the  drug  was  a  counterfeit  drug. 

(d)  No  person  shall  be  subject  to  the  penalties  of  subsection  (a)  of 
this  section  for  a  violation  of  section  301  involving  misbranded  food 
if  the  violation  exists  solely  because  the  food  is  misbranded  under 
section  403(a)(2)  because  of  its  advertising,  and  no  person  shall  be 
subject  to  the  penalties  of  subsection  (b)  of  this  section  for  such  a 
violation  unless  the  violation  is  committed  with  the  intent  to  de- 
fraud or  mislead. 

(e)  (1)  Except  as  provided  in  paragraph  (2),  any  person  who  dis- 
tributes or  possesses  with  the  intent  to  distribute  any  anabolic  ster- 
iod  for  any  use  in  humans  other  than  the  treatment  of  disease  pur- 
suant to  the  order  of  a  physician  shall  be  imprisoned  for  not  more 
than  three  years  or  fined  under  title  18,  United  States  Code,  or 
both. 

(2)  Any  person  who  distributes  or  possesses  with  the  intent  to  dis- 
tribute to  an  individual  under  18  years  of  age,  any  anabolic  steroid 
for  any  use  in  humans  other  than  the  treatment  of  disease  pursu- 
ant to  the  order  of  a  physician  shall  be  imprisoned  for  not  more 
than  six  years  or  fined  under  title  18,  United  States  Code,  or  both. 

(e)  HI)  Except  as  provided  in  paragraph  (2),  whoever  knowingly 
distributes,  or  possesses  with  intent  to  distribute,  human  growth 
hormone  for  any  use  in  humans  other  than  the  treatment  of  a  dis- 
ease or  other  recognized  medical  condition,  where  such  use  has 
been  authorized  by  the  Secretary  of  Health  and  Human  Services 
under  section  505  and  pursuant  to  the  order  of  a  physician,  is 
guilty  of  an  offense  punishable  by  not  more  than  5  years  in  prison, 
such  fines  as  are  authorized  by  title  18,  United  States  Code,  or 
both. 

(2)  Whoever  commits  any  offense  set  forth  in  paragraph  (1)  and 
such  offense  involves  an  individual  under  18  years  of  age  is  punish- 
able by  not  more  than  10  years  imprisonment,  such  fines  as  are  au- 
thorized by  title  18,  United  States  Code,  or  both. 

(3)  Any  conviction  for  a  violation  of  paragraphs  (1)  and  (2)  of  this 
subsection  shall  be  considered  a  felony  violation  of  the  Controlled 
Substances  Act  for  the  purposes  of  forfeiture  under  section  413  of 
such  Act. 

(4)  As  used  in  this  subsection  the  term  "human  growth  hormone" 
means  somatrem,  somatropin,  or  an  analogue  of  either  of  them. 

(5)  The  Drug  Enforcement  Administration  is  authorized  to  inves- 
tigate offenses  punishable  by  this  subsection. 

(f)  (1)(A)  Except  as  provided  in  subparagraph  (B),  any  person  who 
violates  a  requirement  of  this  Act  which  relates  to  devices  shall  be 
liable  to  the  United  States  for  a  civil  penalty  in  an  amount  not  to 
exceed  $15,000  for  each  such  violation,  and  not  to  exceed  $1,000,000 
for  all  such  violations  adjudicated  in  a  single  proceeding. 

(B)  Subparagraph  (A)  shall  not  apply — 

(i)  to  any  person  who  violates  the  requirements  of  section 
519(a)  or  520(f)  unless  such  violation  constitutes  (I)  a  significant 


1  So  in  law.  Public  Law  101-647,  104  Stat.  4853  (Crime  Control  Act  of  1990)  added  a  new  sub- 
section (e)  without  repealing  or  redesignating  the  existing  subsection  (e). 
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or  knowing  departure  from  such  requirements,  or  (II)  a  risk  to 
public  health, 

(ii)  to  any  person  who  commits  minor  violations  of  section 
519(e)  or  519(f)  (only  with  respect  to  correction  reports)  if  such 
person  demonstrates  substantial  compliance  with  such  section, 
or 

(iii)  to  violations  of  section  501(a)(2)(A)  which  involve  one  or 
more  devices  which  are  not  defective. 

(2)  (A)  A  civil  penalty  under  paragraph  (1)  shall  be  assessed  by 
the  Secretary  by  an  order  made  on  the  record  after  opportunity  for 
a  hearing  provided  in  accordance  with  this  subparagraph  and  sec- 
tion 554  of  title  5,  United  States  Code.  Before  issuing  such  an 
order,  the  Secretary  shall  give  written  notice  to  the  person  to  be 
assessed  a  civil  penalty  under  such  order  of  the  Secretary's  propos- 
al to  issue  such  order  and  provide  such  person  an  opportunity  for  a 
hearing  on  the  order.  In  the  course  of  any  investigation,  the  Secre- 
tary may  issue  subpoenas  requiring  the  attendance  and  testimony 
of  witnesses  and  the  production  of  evidence  that  relates  to  the 
matter  under  investigation. 

(B)  In  determining  the  amount  of  a  civil  penalty,  the  Secretary 
shall  take  into  account  the  nature,  circumstances,  extent,  and  grav- 
ity of  the  violation  or  violations  and,  with  respect  to  the  violator, 
ability  to  pay,  effect  on  ability  to  continue  to  do  business,  any  his- 
tory of  prior  such  violations,  the  degree  of  culpability,  and  such 
other  matters  as  justice  may  require. 

(C)  The  Secretary  may  compromise,  modify,  or  remit,  with  or 
without  conditions,  any  civil  penalty  which  may  be  assessed  under 
paragraph  (1).  The  amount  of  such  penalty,  when  finally  deter- 
mined, or  the  amount  agreed  upon  in  compromise,  may  be  deduct- 
ed from  any  sums  owing  by  the  United  States  to  the  person 
charged. 

(3)  Any  person  who  requested,  in  accordance  with  paragraph 
(2)(A),  a  hearing  respecting  the  assessment  of  a  civil  penalty  and 
who  is  aggrieved  by  an  order  assessing  a  civil  penalty  may  file  a 
petition  for  judicial  review  of  such  order  with  the  United  States 
Court  of  Appeals  for  the  District  of  Columbia  Circuit  or  for  any 
other  circuit  in  which  such  person  resides  or  transacts  business. 
Such  a  petition  may  only  be  filed  within  the  60-day  period  begin- 
ning on  the  date  the  order  making  such  assessment  was  issued. 

(4)  If  any  person  fails  to  pay  an  assessment  of  a  civil  penalty— 

(A)  after  the  order  making  the  assessment  becomes  final,  and 
if  such  person  does  not  file  a  petition  for  judicial  review  of  the 
order  in  accordance  with  paragraph  (3),  or 

(B)  after  a  court  in  an  action  brought  under  paragraph  (3) 
has  entered  a  final  judgment  in  favor  of  the  Secretary, 

the  Attorney  General  shall  recover  the  amount  assessed  (plus  in- 
terest at  currently  prevailing  rates  from  the  date  of  the  expiration 
of  the  60-day  period  referred  to  in  paragraph  (3)  or  the  date  of  such 
final  judgment,  as  the  case  may  be)  in  an  action  brought  in  any 
appropriate  district  court  of  the  United  States.  In  such  an  action, 
the  validity,  amount,  and  appropriateness  of  such  penalty  shall  not 
be  subject  to  review. 
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SEIZURE 

Sec.  304.  [334]  (a)(1)  Any  article  of  food,  drug,  or  cosmetic  that 
is  adulterated  or  misbranded  when  introduced  into  or  while  in 
interstate  commerce  or  while  held  for  sale  (whether  or  not  the  first 
sale)  after  shipment  in  interstate  commerce,  or  which  may  not, 
under  the  provisions  of  section  404  or  505,  be  introduced  into  inter- 
state commerce,  shall  be  liable  to  be  proceeded  against  while  in 
interstate  commerce,  or  at  any  time  thereafter,  on  libel  of  informa- 
tion and  condemned  in  any  district  court  of  the  United  States  or 
United  States  court  of  a  Territory  within  the  jurisdiction  of  which 
the  article  is  found:  Provided,  however,  That  no  libel  for  condemna- 
tion shall  be  instituted  under  this  Act,  for  any  alleged  misbranding 
if  there  is  pending  in  any  court  a  libel  for  condemnation  proceed- 
ing under  this  Act  based  upon  the  same  alleged  misbranding,  and 
not  more  than  one  such  proceeding  shall  be  instituted  if  no  such 
proceeding  is  so  pending,  except  that  such  limitations  shall  not 
apply  (A)  when  such  misbranding  has  been  the  basis  of  a  prior 
judgment  in  favor  of  the  United  States,  in  a  criminal,  injunction, 
or  libel  for  condemnation  proceeding  under  this  Act,  or  (B)  when 
the  Secretary  has  probable  cause  to  believe  from  facts  found,  with- 
out hearing,  by  him  or  any  officer  or  employee  of  the  Department 
that  the  misbranded  article  is  dangerous  to  health,  or  that  the  la- 
beling of  the  misbranded  article  is  fraudulent,  or  would  be  in  a  ma- 
terial respect  misleading  to  the  injury  or  damage  of  the  purchaser 
or  consumer.  In  any  case  where  the  number  of  libel  for  condemna- 
tion proceedings  is  limited  as  above  provided  the  proceeding  pend- 
ing or  instituted  shall,  on  application  of  the  claimant,  seasonably 
made,  be  removed  for  trial  to  any  district  agreed  upon  by  stipula- 
tion between  the  parties,  or,  in  case  of  failure  to  so  stipulate  within 
a  reasonable  time,  the  claimant  may  apply  to  the  court  of  the  dis- 
trict in  which  the  seizure  has  been  made,  and  such  court  (after 
giving  the  United  States  attorney  for  such  district  reasonable 
notice  and  opportunity  to  be  heard)  shall  by  order,  unless  good 
cause  to  the  contrary  is  shown,  specify  a  district  of  reasonable 
proximity  to  the  claimant's  principal  place  of  business  to  which  the 
case  shall  be  removed  for  trial. 

(2)  The  following  shall  be  liable  to  be  proceeded  against  at  any 
time  on  libel  of  information  and  condemned  in  any  district  court  of 
the  United  States  or  United  States  court  of  a  Territory  within  the 
jurisdiction  of  which  they  are  found:  (A)  Any  drug  that  is  a  coun- 
terfeit drug,  (B)  Any  container  of  a  counterfeit  drug,  (C)  Any 
punch,  die,  plate,  stone,  labeling,  container,  or  other  thing  used  or 
designed  for  use  in  making  a  counterfeit  drug  or  drugs,  and  (D) 
Any  adulterated  or  misbranded  device. 

(3)  (A)  Except  as  provided  in  subparagraph  (B),  no  libel  for  con- 
demnation may  be  instituted  under  paragraph  (1)  or  (2)  against  any 
food  which — 

(i)  is  misbranded  under  section  403(a)(2)  because  of  its  adver- 
tising, and 

(ii)  is  being  held  for  sale  to  the  ultimate  consumer  in  an  es- 
tablishment other  than  an  establishment  owned  or  operated  by 
a  manufacturer,  packer,  or  distributor  of  the  food. 
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(B)  A  libel  for  condemnation  may  be  instituted  under  paragraph 
(1)  or  (2)  against  a  food  described  in  subparagraph  (A)  if — 

(i)  (I)  the  food's  advertising  which  resulted  in  the  food  being 
misbranded  under  section  403(a)(2)  was  disseminated  in  the  es- 
tablishment in  which  the  food  is  being  held  for  sale  to  the  ulti- 
mate consumer, 

(II)  such  advertising  was  disseminated  by,  or  under  the  direc- 
tion of,  the  owner  or  operator  of  such  establishment,  or 

(III)  all  or  part  of  the  cost  of  such  advertising  was  paid  by 
such  owner  or  operator;  and 

(ii)  the  owner  or  operator  of  such  establishment  used  such 
advertising  in  the  establishment  to  promote  the  sale  of  the 
food. 

(b)  The  article,  equipment,  or  other  thing  proceeded  against  shall 
be  liable  to  seizure  by  process  pursuant  to  the  libel,  and  the  proce- 
dure in  cases  under  this  section  shall  conform,  as  nearly  as  may  be, 
to  the  procedure  in  admiralty;  except  that  on  demand  of  either 
party  any  issue  of  fact  joined  in  any  such  case  shall  be  tried  by 
jury.  When  libel  for  condemnation  proceedings  under  this  section, 
involving  the  same  claimant  and  the  same  issues  of  adulteration  or 
misbranding,  are  pending  in  two  or  more  jurisdictions,  such  pend- 
ing proceedings,  upon  application  of  the  claimant  seasonably  made 
to  the  court  of  one  such  jurisdiction,  shall  be  consolidated  for  trial 
by  order  of  such  court,  and  tried  in  (1)  any  district  selected  by  the 
claimant  where  one  of  such  proceedings  is  pending;  or  (2)  a  district 
agreed  upon  by  stipulation  between  the  parties.  If  no  order  for  con- 
solidation is  so  made  within  a  reasonable  time,  the  claimant  may 
apply  to  the  court  of  one  such  jurisdiction,  and  such  court  (after 
giving  the  United  States  attorney  for  such  district  reasonable 
notice  and  opportunity  to  be  heard)  shall  by  order,  unless  good 
cause  to  the  contrary  is  shown,  specify  a  district  of  reasonable 
proximity  to  the  claimant's  principal  place  of  business,  in  which  all 
such  pending  proceedings  shall  be  consolidated  for  trial  and  tried. 
Such  order  of  consolidation  shall  not  apply  so  as  to  require  the  re- 
moval of  any  case  the  date  for  trial  of  which  has  been  fixed.  The 
court  granting  such  order  shall  give  prompt  notification  thereof  to 
the  other  courts  having  jurisdiction  of  the  cases  covered  thereby. 

(c)  The  court  at  any  time  after  seizure  up  to  a  reasonable  time 
before  trial  shall  by  order  allow  any  party  to  a  condemnation  pro- 
ceeding, his  attorney  or  agent,  to  obtain  a  representative  sample  of 
the  article  seized  and  a  true  copy  of  the  analysis,  if  any,  on  which 
the  proceeding  is  based  and  the  identifying  marks  or  numbers,  if 
any,  of  the  packages  from  which  the  samples  analyzed  were  ob- 
tained. 

(d)  (1)  Any  food,  drug,  device,  or  cosmetic  condemned  under  this 
section  shall,  after  entry  of  the  decree,  be  disposed  of  by  destruc- 
tion or  sale  as  the  court  may,  in  accordance  with  the  provisions  of 
this  section,  direct  and  the  proceeds  thereof,  if  sold,  less  the  legal 
costs  and  charges,  shall  be  paid  into  the  Treasury  of  the  United 
States;  but  such  article  shall  not  be  sold  under  such  decree  con- 
trary to  the  provisions  of  this  Act  or  the  laws  of  the  jurisdiction  in 
which  sold:  Provided,  That  after  entry  of  the  decree  and  upon  the 
payment  of  the  costs  of  such  proceedings  and  the  execution  of  a 
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good  and  sufficient  bond  conditioned  that  such  article  shall  not  be 
sold  or  disposed  of  contrary  to  the  provisions  of  this  Act  or  the  laws 
of  any  State  or  Territory  in  which  sold,  the  court  may  by  order 
direct  that  such  article  be  delivered  to  the  owner  thereof  to  be  de- 
stroyed or  brought  into  compliance  with  the  provisions  of  this  Act 
under  the  supervision  of  an  officer  or  employee  duly  designated  by 
the  Secretary,  and  the  expenses  of  such  supervision  shall  be  paid 
by  the  person  obtaining  release  of  the  article  under  bond.  If  the  ar- 
ticle was  imported  into  the  United  States  and  the  person  seeking 
its  release  establishes  (A)  that  the  adulteration,  misbranding,  or 
violation  did  not  occur  after  the  article  was  imported,  and  (B)  that 
he  had  no  cause  for  believing  that  it  was  adulterated,  misbranded, 
or  in  violation  before  it  was  released  from  customs  custody,  the 
court  may  permit  the  article  to  be  delivered  to  the  owner  for  expor- 
tation in  lieu  of  destruction  upon  a  showing  by  the  owner  that  all 
of  the  conditions  of  section  801(d)  1  can  and  will  be  met:  Provided, 
however,  That  the  provisions  of  this  sentence  shall  not  apply  where 
condemnation  is  based  upon  violation  of  section  402(a)  (1),  (2),  or  (6), 
section  501(a)(3),  section  502(j),  or  section  601  (a)  or  (d):  And  provid- 
ed further,  That  where  such  exportation  is  made  to  the  original  for- 
eign supplier,  then  clauses  (1)  and  (2)  of  section  801(d)  and  the  fore- 
going proviso  shall  not  be  applicable;  and  in  all  cases  of  exportation 
the  bond  shall  be  conditioned  that  the  article  shall  not  be  sold  or 
disposed  of  until  the  applicable  conditions  of  section  801(d)  have 
been  met.  Any  article  condemned  by  reason  of  its  being  an  article 
which  may  not,  under  section  404  or  505,  be  introduced  into  inter- 
state commerce,  shall  be  disposed  of  by  destruction. 

(2)  The  provisions  of  paragraph  (1)  of  this  subsection  shall,  to  the 
extent  deemed  appropriate  by  the  court,  apply  to  any  equipment  or 
other  thing  which  is  not  otherwise  within  the  scope  of  such  para- 
graph and  which  is  referred  to  in  paragraph  (2)  of  subsection  (a). 

(3)  Whenever  in  any  proceeding  under  this  section,  involving 
paragraph  (2)  of  subsection  (a),  the  condemnation  of  any  equipment 
or  thing  (other  than  a  drug)  is  decreed,  the  court  shall  allow  the 
claim  of  any  claimant,  to  the  extent  of  such  claimant's  interest,  for 
remission  or  mitigation  of  such  forfeiture  if  such  claimant  proves 
to  the  satisfaction  of  the  court  (i)  that  he  has  not  committed  or 
caused  to  be  committed  any  prohibited  act  referred  to  in  such  para- 
graph (2)  and  has  no  interest  in  any  drug  referred  to  therein,  (ii) 
that  he  has  an  interest  in  such  equipment  or  other  thing  as  owner 
or  lienor  or  otherwise,  acquired  by  him  in  good  faith,  and  (iii)  that 
he  at  no  time  had  any  knowledge  or  reason  to  believe  that  such 
equipment  or  other  thing  was  being  or  would  be  used  in,  or  to  fa- 
cilitate, the  violation  of  laws  of  the  United  States  relating  to  coun- 
terfeit drugs. 

(e)  When  a  decree  of  condemnation  is  entered  against  the  article, 
court  costs  and  fees,  and  storage  and  other  proper  expenses,  shall 
be  awarded  against  the  person,  if  any,  intervening  as  claimant  of 
the  article. 

(f)  In  the  case  of  removal  for  trial  of  any  case  as  provided  by  sub- 
section (a)  or  (b) — 


1  So  in  law.  Probably  should  be  801(e).  See  section  3  of  Public  Law  100-293,  102  Stat.  96. 
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(1)  The  clerk  of  the  court  from  which  removal  is  made  shall 
promptly  transmit  to  the  court  in  which  the  case  is  to  be  tried 
all  records  in  the  case  necessary  in  order  that  such  court  may 
exercise  jurisdiction. 

(2)  The  court  to  which  such  case  was  removed  shall  have  the 
powers  and  be  subject  to  the  duties  for  purposes  of  such  case, 
which  the  court  from  which  removal  was  made  would  have 
had,  or  to  which  such  court  would  have  been  subject,  if  such 
case  had  not  been  removed. 

(g)(1)  If  during  an  inspection  conducted  under  section  704  of  a  fa- 
cility or  a  vehicle,  a  device  which  the  officer  or  employee  making 
the  inspection  has  reason  to  believe  is  adulterated  or  misbranded  is 
found  in  such  facility  or  vehicle,  such  officer  or  employee  may 
order  the  device  detained  (in  accordance  with  regulations  pre- 
scribed by  the  Secretary)  for  a  reasonable  period  which  may  not 
exceed  twenty  days  unless  the  Secretary  determines  that  a  period 
of  detention  greater  than  twenty  days  is  required  to  institute  an 
action  under  subsection  (a)  or  section  302,  in  which  case  he  may  au- 
thorize a  detention  period  of  not  to  exceed  thirty  days.  Regulations 
of  the  Secretary  prescribed  under  this  paragraph  shall  require  that 
before  a  device  may  be  ordered  detained  under  this  paragraph  the 
Secretary  or  an  officer  or  employee  designated  by  the  Secretary  ap- 
prove such  order.  A  detention  order  under  this  paragraph  may  re- 
quire the  labeling  or  marking  of  a  device  during  the  period  of  its 
detention  for  the  purpose  of  identifying  the  device  as  detained.  Any 
person  who  would  be  entitled  to  claim  a  device  if  it  were  seized 
under  subsection  (a)  may  appeal  to  the  Secretary  a  detention  of 
such  device  under  this  paragraph.  Within  five  days  of  the  date  an 
appeal  of  a  detention  is  filed  with  the  Secretary,  the  Secretary 
shall  after  affording  opportunity  for  an  informal  hearing  by  order 
confirm  the  detention  or  revoke  it. 

(2)(A)  Except  as  authorized  by  subparagraph  (B),  a  device  subject 
to  a  detention  order  issued  under  paragraph  (1)  shall  not  be  moved 
by  any  person  from  the  place  at  which  it  is  ordered  detained 
until — 

(i)  released  by  the  Secretary,  or 

(ii)  the  expiration  of  the  detention  period  applicable  to  such 
order, 

whichever  occurs  first. 

(B)  A  device  subject  to  a  detention  order  under  paragraph  (1) 
may  be  moved — 

(i)  in  accordance  with  regulations  prescribed  by  the  Secre- 
tary, and 

(ii)  if  not  in  final  form  for  shipment,  at  the  discretion  of  the 
manufacturer  of  the  device  for  the  purpose  of  completing  the 
work  required  to  put  it  in  such  form. 

HEARING  BEFORE  REPORT  OF  CRIMINAL  VIOLATION 

Sec.  305.  [335]  Before  any  violation  of  this  Act  is  reported  by 
the  Secretary  to  any  United  States  attorney  for  institution  of  a 
criminal  proceeding,  the  person  against  whom  such  proceeding  is 
contemplated  shall  be  given  appropriate  notice  and  an  opportunity 
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to  present  his  views,  either  orally  or  in  writing,  with  regard  to  such 
contemplated  proceeding. 

REPORT  OF  MINOR  VIOLATIONS 

Sec.  306.  [336]  Nothing  in  this  Act  shall  be  construed  as  requir- 
ing the  Secretary  to  report  for  prosecution,  or  for  the  institution  of 
libel  or  injunction  proceedings,  minor  violations  of  this  Act  when- 
ever he  believes  that  the  public  interest  will  be  adequately  served 
by  a  suitable  written  notice  or  warning. 

PROCEEDINGS  IN  NAME  OF  UNITED  STATES;  PROVISION  AS  TO 
SUBPOENAS 

Sec.  307.  [337  J  (a)  Except  as  provided  in  subsection  (b),  all  such 
proceedings  for  the  enforcement,  or  to  restrain  violations,  of  this 
Act  shall  be  by  and  in  the  name  of  the  United  States.  Subpoenas 
for  witnesses  who  are  required  to  attend  a  court  of  the  United 
States,  in  any  district,  may  run  into  any  other  district  in  any  pro- 
ceeding under  this  section. 

(b)(1)  A  State  may  bring  in  its  own  name  and  within  its  jurisdic- 
tion proceedings  for  the  civil  enforcement,  or  to  restrain  violations, 
of  section  401,  403(b),  403(c),  403(d),  403(e),  403(f),  403(g),  403(h), 
403(i),  403(k),  403(q),  or  403(r)  if  the  food  that  is  the  subject  of  the 
proceedings  is  located  in  the  State. 

(2)  No  proceeding  may  be  commenced  by  a  State  under  para- 
graph (1)— 

(A)  before  30  days  after  the  State  has  given  notice  to  the  Sec- 
retary that  the  State  intends  to  bring  such  proceeding, 

(B)  before  90  days  after  the  State  has  given  notice  to  the  Sec- 
retary of  such  intent  if  the  Secretary  has,  within  such  30  days, 
commenced  an  informal  or  formal  enforcement  action  pertain- 
ing to  the  food  which  would  be  the  subject  of  such  proceeding, 
or 

(C)  if  the  Secretary  is  diligently  prosecuting  a  proceeding  in 
court  pertaining  to  such  food,  has  settled  such  proceeding,  or 
has  settled  the  informal  or  formal  enforcement  action  pertain- 
ing to  such  food. 

In  any  court  proceeding  described  in  subparagraph  (C),  a  State  may 
intervene  as  a  matter  of  right. 

CHAPTER  IV— FOOD 

DEFINITIONS  AND  STANDARDS  FOR  FOOD 

Sec.  401.  [341]  Whenever  in  the  judgment  of  the  Secretary  such 
action  will  promote  honesty  and  fair  dealing  in  the  interest  of  con- 
sumers, he  shall  promulgate  regulations  fixing  and  establishing  for 
any  food,  under  its  common  or  usual  name  so  far  as  practicable,  a 
reasonable  definition  and  standard  of  identity,  a  reasonable  stand- 
ard of  quality,  and/or  reasonable  standards  of  fill  of  container:  Pro- 
vided, That  no  definition  and  standard  of  identity  and  no  standard 
of  quality  shall  be  established  for  fresh  or  dried  fruits,  fresh  or 
dried  vegetables,  or  butter,  except  that  definitions  and  standards  of 
identity  may  be  established  for  avocados,  cantaloupes,  citrus  fruits, 
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and  melons.  In  prescribing  any  standard  of  fill  of  container,  the 
Secretary  shall  give  due  consideration  to  the  natural  shrinkage  in 
storage  and  in  transit  of  fresh  natural  food  and  to  need  for  the  nec- 
essary packing  and  protective  material.  In  the  prescribing  of  any 
standard  of  quality  for  any  canned  fruit  or  canned  vegetable,  con- 
sideration shall  be  given  and  due  allowance  made  for  the  differing 
characteristics  of  the  several  varieties  of  such  fruit  or  vegetable.  In 
prescribing  a  definition  and  standard  of  identity  for  any  food  or 
class  of  food  in  which  optional  ingredients  are  permitted,  the  Secre- 
tary shall,  for  the  purpose  of  promoting  honesty  and  fair  dealing  in 
the  interest  of  consumers,  designate  the  optional  ingredients  which 
shall  be  named  on  the  label.  Any  definition  and  standard  of  identi- 
ty prescribed  by  the  Secretary  for  avocados,  cantaloupes,  citrus 
fruits,  or  melons  shall  relate  only  to  maturity  and  to  the  effects  of 
freezing. 

ADULTERATED  FOOD 

Sec.  402.  [342]  A  food  shall  be  deemed  to  be  adulterated — 
(a)(1)  If  it  bears  or  contains  any  poisonous  or  deleterious  sub- 
stance which  may  render  it  injurious  to  health;  but  in  case  the  sub- 
stance is  not  an  added  substance  such  food  shall  not  be  considered 
adulterated  under  this  clause  if  the  quantity  of  such  substance  in 
such  food  does  not  ordinarily  render  it  injurious  to  health;  or 

(2)  (A)  If  it  bears  or  contains  any  added  poisonous  or  added  delete- 
rious substance  (other  than  one  which  is  (i)  a  pesticide  chemical  in 
or  on  a  raw  agricultural  commodity;  (ii)  a  food  additive;  (iii)  a  color 
additive;  or  (iv)  a  new  animal  drug)  which  is  unsafe  within  the 
meaning  of  section  406,  or  (B)  if  it  is  a  raw  agricultural  commodity 
and  it  bears  or  contains  a  pesticide  chemical  which  is  unsafe 
within  the  meaning  of  section  408(a);  or  (C)  if  it  is,  or  it  bears  or 
contains,  any  food  additive  which  is  unsafe  within  the  meaning  of 
section  409:  Provided,  That  where  a  pesticide  chemical  has  been 
used  in  or  on  a  raw  agricultural  commodity  in  conformity  with  an 
exemption  granted  or  a  tolerance  prescribed  under  section  408  and 
such  raw  agricultural  commodity  has  been  subjected  to  processing 
such  as  canning,  cooking,  freezing,  dehydrating,  or  milling,  the  res- 
idue of  such  pesticide  chemical  remaining  in  or  on  such  processed 
food  shall,  notwithstanding  the  provisions  of  sections  406  and  409, 
not  be  deemed  unsafe  if  such  residue  in  or  on  the  raw  agricultural 
commodity  has  been  removed  to  the  extent  possible  in  good  manu- 
facturing practice  and  the  concentration  of  such  residue  in  the 
processed  food  when  ready  to  eat  is  not  greater  than  the  tolerance 
prescribed  for  the  raw  agricultural  commodity;  or  (D)  if  it  is,  or  it 
bears  or  contains,  a  new  animal  drug  (or  conversion  product  there- 
of) which  is  unsafe  within  the  meaning  of  section  512;  or 

(3)  if  it  consists  in  whole  or  in  part  of  any  filthy,  putrid,  or  de- 
composed substance,  or  if  it  is  otherwise  unfit  for  food;  or  (4)  if  it 
has  been  prepared,  packed,  or  held  under  insanitary  conditions 
whereby  it  may  have  become  contaminated  with  filth,  or  whereby 
it  may  have  been  rendered  injurious  to  health;  or  (5)  if  it  is,  in 
whole  or  in  part,  the  product  of  a  diseased  animal  or  of  an  animal 
which  has  died  otherwise  than  by  slaughter;  or  (6)  if  its  container 
is  composed,  in  whole  or  in  part,  of  any  poisonous  or  deleterious 


21 


FEDERAL  FOOD,  DRUG,  AND  COSMETIC  ACT 


Sec.  403 


substance  which  may  render  the  contents  injurious  to  health;  or  (7) 
if  it  has  been  intentionally  subjected  to  radiation,  unless  the  use  of 
the  radiation  was  in  conformity  with  a  regulation  or  exemption  in 
effect  pursuant  to  section  409. 

(b)  (1)  If  any  valuable  constituent  has  been  in  whole  or  in  part 
omitted  or  abstracted  therefrom;  or  (2)  if  any  substance  has  been 
substituted  wholly  or  in  part  therefor;  or  (3)  if  damage  or  inferiori- 
ty has  been  concealed  in  any  manner;  or  (4)  if  any  substance  has 
been  added  thereto  or  mixed  or  packed  therewith  so  as  to  increase 
its  bulk  or  weight,  or  reduce  its  quality  or  strength,  or  make  it 
appear  better  or  of  greater  value  than  it  is. 

(c)  If  it  is,  or  it  bears  or  contains,  a  color  additive  which  is  unsafe 
within  the  meaning  of  section  706(a). 

(d)  If  it  is  confectionery,  and — 

(1)  has  partially  or  completely  imbedded  therein  any  nonnu- 
tritive  object:  Provided,  That  this  clause  shall  not  apply  in  the 
case  of  any  nonnutritive  object  if,  in  the  judgment  of  the  Secre- 
tary as  provided  by  regulations,  such  object  is  of  practical  func- 
tional value  to  the  confectionery  product  and  would  not  render 
the  product  injurious  or  hazardous  to  health; 

(2)  bears  or  contains  any  alcohol  other  than  alcohol  not  in 
excess  of  one-half  of  1  per  centum  by  volume  derived  solely 
from  the  use  of  flavoring  extracts,  except  that  this  clause  shall 
not  apply  to  confectionery  which  is  introduced  or  delivered  for 
introduction  into,  or  received  or  held  for  sale  in,  interstate 
commerce  if  the  sale  of  such  confectionery  is  permitted  under 
the  laws  of  the  State  in  which  such  confectionery  is  intended 
to  be  offered  for  sale;  or 

(3)  bears  or  contains  any  nonnutritive  substance:  Provided, 
That  this  clause  shall  not  apply  to  a  safe  nonnutritive  sub- 
stance which  is  in  or  on  confectionery  by  reason  of  its  use  for 
some  practical  functional  purpose  in  the  manufacture,  packag- 
ing, or  storage  of  such  confectionery  if  the  use  of  the  substance 
does  not  promote  deception  of  the  consumer  or  otherwise 
result  in  adulteration  or  misbranding  in  violation  of  any  provi- 
sion of  this  Act:  And  provided  further,  That  the  Secretary  may, 
for  the  purpose  of  avoiding  or  resolving  uncertainty  as  to  the 
application  of  this  clause,  issue  regulations  allowing  or  prohib- 
iting the  use  of  particular  nonnutritive  substances. 

(e)  If  it  is  oleomargarine  or  margarine  or  butter  and  any  of  the 
raw  material  used  therein  consisted  in  whole  or  in  part  of  any 
filthy,  putrid,  or  decomposed  substance,  or  such  oleomargarine  or 
margarine  or  butter  is  otherwise  unfit  for  food. 

MISBRANDED  FOOD 

Sec.  403.  [343]  A  food  shall  be  deemed  to  be  misbranded — 

(a)  If  (1)  its  labeling  is  false  or  misleading  in  any  particular,  or  (2) 
in  the  case  of  a  food  to  which  section  411  applies,  its  advertising  is 
false  or  misleading  in  a  material  respect  or  its  labeling  is  in  viola- 
tion of  section  411(b)(2). 

(b)  If  it  is  offered  for  sale  under  the  name  of  another  food. 
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(c)  If  it  is  an  imitation  of  another  food,  unless  its  label  bears,  in 
type  of  uniform  size  and  prominence,  the  word  "imitation"  and,  im- 
mediately thereafter,  the  name  of  the  food  imitated. 

(d)  If  its  container  is  so  made,  formed,  or  filled  as  to  be  mislead- 
ing. 

(e)  If  in  package  form  unless  it  bears  a  label  containing  (1)  the 
name  and  place  of  business  of  the  manufacturer,  packer,  or  distrib- 
utor; and  (2)  an  accurate  statement  of  the  quantity  of  the  contents 
in  terms  of  weight,  measure,  or  numerical  count:  Provided,  That 
under  clause  (2)  of  this  paragraph  reasonable  variations  shall  be 
permitted,  and  exemptions  as  to  small  packages  shall  be  estab- 
lished, by  regulations  prescribed  by  the  Secretary. 

(f)  If  any  word,  statement,  or  other  information  required  by  or 
under  authority  of  this  Act  to  appear  on  the  label  or  labeling  is  not 
prominently  placed  thereon  with  such  conspicuousness  (as  com- 
pared with  other  words,  statements,  designs,  or  devices,  in  the  la- 
beling) and  in  such  terms  as  to  render  it  likely  to  be  read  and  un- 
derstood by  the  ordinary  individual  under  customary  conditions  of 
purchase  and  use. 

(g)  If  it  purports  to  be  or  is  represented  as  a  food  for  which  a  defi- 
nition and  standard  of  identity  has  been  prescribed  by  regulations 
as  provided  by  section  401,  unless  (1)  it  conforms  to  such  definition 
and  standard,  and  (2)  its  label  bears  the  name  of  the  food  specified 
in  the  definition  and  standard,  and,  insofar  as  may  be  required  by 
such  regulations,  the  common  names  of  optional  ingredients  (other 
than  spices,  flavoring,  and  coloring)  present  in  such  food. 

(h)  If  it  purports  to  be  or  is  represented  as — 

(1)  a  food  for  which  a  standard  of  quality  has  been  prescribed 
by  regulations  as  provided  by  section  401,  and  its  quality  falls 
below  such  standard,  unless  its  label  bears,  in  such  manner 
and  form  as  such  regulations  specify,  a  statement  that  it  falls 
below  such  standard;  or 

(2)  a  food  for  which  a  standard  or  standards  of  fill  of  contain- 
er have  been  prescribed  by  regulations  as  provided  by  section 
401,  and  it  falls  below  the  standard  of  fill  of  container  applica- 
ble thereto,  unless  its  label  bears,  in  such  manner  and  form  as 
such  regulations  specify,  a  statement  that  it  falls  below  such 
standard. 

(i)  Unless  1  its  label  bears  (1)  the  common  or  usual  name  of  the 
food,  if  any  there  be,  and  (2)  in  case  it  is  fabricated  from  two  or 
more  ingredients,  the  common  or  usual  name  of  each  such  ingredi- 
ent and  if  the  food  purports  to  be  a  beverage  containing  vegetable 
or  fruit  juice,  a  statement  with  appropriate  prominence  on  the  in- 
formation panel  of  the  total  percentage  of  such  fruit  or  vegetable 
juice  contained  in  the  food;  except  that  spices,  flavorings,  and 
colors  not  required  to  be  certified  under  section  706(c),  other  than 
those  sold  as  such,  may  be  designated  as  spices,  flavorings,  and 
colorings  2  without  naming  each:  Provided,  That,  to  the  extent  that 


1  Public  Law  101-535,  sec.  7(1)  amended  subsection  (i)  by  striking  out  "If  it  is  not  subject  to 
paragraph  (g)  of  this  section  unless"  and  inserting  "Unless".  The  amendment  probably  should 
have  striken  "If  it  is  not  subject  to  the  provisions  of  paragraph  (g)  of  this  section  unless". 

2  Public  Law  101-535,  sec.  7(3)  (104  Stat.  2364)  amended  this  subsection  by  striking  the  term 
"colorings"  and  inserting  "colors  not  required  to  be  certified  under  section  706(c)".  The  term 
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compliance  with  the  requirements  of  clause  (2)  of  this  paragraph  is 
impracticable,  or  results  in  deception  or  unfair  competition,  exemp- 
tions shall  be  established  by  regulations  promulgated  by  the  Secre- 
tary. 

(j)  If  it  purports  to  be  or  is  represented  for  special  dietary  uses, 
unless  its  label  bears  such  information  concerning  its  vitamin,  min- 
eral, and  other  dietary  properties  as  the  Secretary  determines  to 
be,  and  by  regulations  prescribes  as,  necessary  in  order  fully  to 
inform  purchasers  as  to  its  value  for  such  uses. 

(k)  If  it  bears  or  contains  any  artificial  flavoring,  artificial  color- 
ing, or  chemical  preservative,  unless  it  bears  labeling  stating  that 
fact:  Provided,  That  to  the  extent  that  compliance  with  the  require- 
ments of  this  paragraph  is  impracticable,  exemptions  shall  be  es- 
tablished by  regulations  promulgated  by  the  Secretary.  The  provi- 
sions of  this  paragraph  and  paragraphs  (g)  and  (i)  with  respect  to 
artificial  coloring  shall  not  apply  in  the  case  of  butter,  cheese,  or 
ice  cream.  The  provisions  of  this  paragraph  with  respect  to  chemi- 
cal preservatives  shall  not  apply  to  a  pesticide  chemical  when  used 
in  or  on  a  raw  agricultural  commodity  which  is  the  produce  of  the 
soil. 

(1)  If  it  is  a  raw  agricultural  commodity  which  is  the  produce  of 
the  soil,  bearing  or  containing  a  pesticide  chemical  applied  after 
harvest,  unless  the  shipping  container  of  such  commodity  bears  la- 
beling which  declares  the  presence  of  such  chemical  in  or  on  such 
commodity  and  the  common  or  usual  name  and  the  function  of 
such  chemical:  Provided,  however,  That  no  such  declaration  shall 
be  required  while  such  commodity,  having  been  removed  from  the 
shipping  container,  is  being  held  or  displayed  for  sale  at  retail  out 
of  such  container  in  accordance  with  the  custom  of  the  trade. 

(m)  If  it  is  a  color  additive,  unless  its  packaging  and  labeling  are 
in  conformity  with  such  packaging  and  labeling  requirements,  ap- 
plicable to  such  color  additive,  as  may  be  contained  in  regulations 
issued  under  section  706. 

(n)  If  its  packaging  or  labeling  is  in  violation  of  an  applicable  reg- 
ulation issued  pursuant  to  section  3  or  4  of  the  Poison  Prevention 
Packaging  Act  of  1970. 

(o)(l)  If  it  contains  saccharin,  unless,  except  as  provided  in  sub- 
paragraph (2),  its  label  and  labeling  bear  the  following  statement: 
"USE  OF  THIS  PRODUCT  MAY  BE  HAZARDOUS  TO  YOUR 
HEALTH.  THIS  PRODUCT  CONTAINS  SACCHARIN  WHICH 
HAS  BEEN  DETERMINED  TO  CAUSE  CANCER  IN  LABORATO- 
RY ANIMALS".  Such  statement  shall  be  located  in  a  conspicuous 
place  on  such  label  and  labeling  as  proximate  as  possible  to  the 
name  of  such  food  and  shall  appear  in  conspicuous  and  legible  type 
in  contrast  by  typography,  layout,  and  color  with  other  printed 
matter  on  such  label  and  labeling. 

(2)  The  Secretary  may  by  regulation  review  and  revise  or  remove 
the  requirement  of  subparagraph  (1)  if  the  Secretary  determines 
such  action  is  necessary  to  reflect  the  current  state  of  knowledge 
concerning  saccharin. 


"colorings"  appeared  twice  in  this  subsection.  The  amendment  was  executed  the  first  place  such 
term  appeared. 
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(p)(l)  If  it  contains  saccharin  and  is  offered  for  sale,  but  not  for 
immediate  consumption,  at  a  retail  establishment,  unless  such 
retail  establishment  displays  prominently,  where  such  food  is  held 
for  sale,  notice  (provided  by  the  manufacturer  of  such  food  pursu- 
ant to  subparagraph  (2))  for  consumers  respecting  the  information 
required  by  paragraph  (o)  to  be  on  food  labels  and  labeling. 

(2)  Each  manufacturer  of  food  which  contains  saccharin  and 
which  is  offered  for  sale  by  retail  establishments  but  not  for  imme- 
diate consumption  shall,  in  accordance  with  regulations  promulgat- 
ed by  the  Secretary  pursuant  to  subparagraph  (4),  take  such  action 
as  may  be  necessary  to  provide  such  retail  establishments  with  the 
notice  required  by  subparagraph  (1). 

(3)  The  Secretary  may  by  regulation  review  and  revise  or  remove 
the  requirement  of  subparagraph  (1)  if  he  determines  such  action  is 
necessary  to  reflect  the  current  state  of  knowledge  concerning  sac- 
charin. 

(4)  The  Secretary  shall  by  regulation  prescribe  the  form,  text, 
and  manner  of  display  of  the  notice  required  by  subparagraph  (1) 
and  such  other  matters  as  may  be  required  for  the  implementation 
of  the  requirements  of  that  subparagraph  and  subparagraph  (2). 
Regulations  of  the  Secretary  under  this  subparagraph  shall  be  pro- 
mulgated after  an  oral  hearing  but  without  regard  to  the  National 
Environmental  Policy  Act  of  1969  and  chapter  5  of  title  5,  United 
States  Code.  In  any  action  brought  for  judicial  review  of  any  such 
regulation,  the  reviewing  court  may  not  postpone  the  effective  date 
of  such  regulation. 

(q)(l)  Except  as  provided  in  subparagraphs  (3),  (4),  and  (5),  if  it  is 
a  food  intended  for  human  consumption  and  is  offered  for  sale, 
unless  its  label  or  labeling  bears  nutrition  information  that  pro- 
vides— 

(A)  (i)  the  serving  size  which  is  an  amount  customarily  con- 
sumed and  which  is  expressed  in  a  common  household  measure 
that  is  appropriate  to  the  food,  or 

(ii)  if  the  use  of  the  food  is  not  typically  expressed  in  a  serv- 
ing size,  the  common  household  unit  of  measure  that  expresses 
the  serving  size  of  the  food, 

(B)  the  number  of  servings  or  other  units  of  measure  per  con- 
tainer, 

(C)  the  total  number  of  calories — 

(i)  derived  from  any  source,  and 

(ii)  derived  from  the  total  fat, 

in  each  serving  size  or  other  unit  of  measure  of  the  food, 

(D)  the  amount  of  the  following  nutrients:  Total  fat,  saturat- 
ed fat,  cholesterol,  sodium,  total  carbohydrates,  complex  carbo- 
hydrates, sugars,  dietary  fiber,  and  total  protein  contained  in 
each  serving  size  or  other  unit  of  measure, 

(E)  any  vitamin,  mineral,  or  other  nutrient  required  to  be 
placed  on  the  label  and  labeling  of  food  under  this  Act  before 
October  1,  1990,  if  the  Secretary  determines  that  such  informa- 
tion will  assist  consumers  in  maintaining  healthy  dietary  prac- 
tices. 

The  Secretary  may  by  regulation  require  any  information  required 
to  be  placed  on  the  label  or  labeling  by  this  subparagraph  or  sub- 
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paragraph  (2)(A)  to  be  highlighted  on  the  label  or  labeling  by  larger 
type,  bold  type,  or  contrasting  color  if  the  Secretary  determines 
that  such  highlighting  will  assist  consumers  in  maintaining 
healthy  dietary  practices. 

(2)  (A)  If  the  Secretary  determines  that  a  nutrient  other  than  a 
nutrient  required  by  subparagraph  (1)(C),  (1)(D),  or  (1)(E)  should  be 
included  in  the  label  or  labeling  of  food  subject  to  subparagraph  (1) 
for  purposes  of  providing  information  regarding  the  nutritional 
value  of  such  food  that  will  assist  consumers  in  maintaining 
healthy  dietary  practices,  the  Secretary  may  by  regulation  require 
that  information  relating  to  such  additional  nutrient  be  included  in 
the  label  or  labeling  of  such  food. 

(B)  If  the  Secretary  determines  that  the  information  relating  to  a 
nutrient  required  by  subparagraph  (1)(C),  (1)(D),  or  (1)(E)  or  clause 
(A)  of  this  subparagraph  to  be  included  in  the  label  or  labeling  of 
food  is  not  necessary  to  assist  consumers  in  maintaining  healthy  di- 
etary practices,  the  Secretary  may  by  regulation  remove  informa- 
tion relating  to  such  nutrient  from  such  requirement. 

(3)  For  food  that  is  received  in  bulk  containers  at  a  retail  estab- 
lishment, the  Secretary  may,  by  regulation,  provide  that  the  nutri- 
tion information  required  by  subparagraphs  (1)  and  (2)  be  displayed 
at  the  location  in  the  retail  establishment  at  which  the  food  is  of- 
fered for  sale. 

(4)  (A)  The  Secretary  shall  provide  for  furnishing  the  nutrition  in- 
formation required  by  subparagraphs  (1)  and  (2)  with  respect  to 
raw  agricultural  commodities  and  raw  fish  by  issuing  voluntary 
nutrition  guidelines,  as  provided  by  clause  (B)  or  by  issuing  regula- 
tions that  are  mandatory  as  provided  by  clause  (C). 

(B)(i)  Upon  the  expiration  of  12  months  after  the  date  of  the  en- 
actment of  the  Nutrition  Labeling  and  Education  Act  of  1990,  the 
Secretary,  after  providing  an  opportunity  for  comment,  shall  issue 
guidelines  for  food  retailers  offering  raw  agricultural  commodities 
or  raw  fish  to  provide  nutrition  information  specified  in  subpara- 
graphs (1)  and  (2).  Such  guidelines  shall  take  into  account  the  ac- 
tions taken  by  food  retailers  during  such  12-month  period  to  pro- 
vide to  consumers  nutrition  information  on  raw  agricultural  com- 
modities and  raw  fish.  Such  guidelines  shall  only  apply — 

(I)  in  the  case  of  raw  agricultural  commodities,  to  the  20  va- 
rieties of  vegetables  most  frequently  consumed  during  a  year 
and  the  20  varieties  of  fruit  most  frequently  consumed  during 
a  year,  and 

(II)  to  the  20  varieties  of  raw  fish  most  frequently  consumed 
during  a  year. 

The  vegetables,  fruits,  and  raw  fish  to  which  such  guidelines  apply 
shall  be  determined  by  the  Secretary  by  regulation  and  the  Secre- 
tary may  apply  such  guidelines  regionally. 

(ii)  Upon  the  expiration  of  12  months  after  the  date  of  the  enact- 
ment of  the  Nutrition  Labeling  and  Education  Act  of  1990,  the  Sec- 
retary shall  issue  a  final  regulation  defining  the  circumstances 
that  constitute  substantial  compliance  by  food  retailers  with  the 
guidelines  issued  under  subclause  (i).  The  regulation  shall  provide 
that  there  is  not  substantial  compliance  if  a  significant  number  of 
retailers  have  failed  to  comply  with  the  guidelines.  The  size  of  the 


Sec.  403 


FEDERAL  FOOD,  DRUG,  AND  COSMETIC  ACT 


26 


retailers  and  the  portion  of  the  market  served  by  retailers  in  com- 
pliance with  the  guidelines  shall  be  considered  in  determining 
whether  the  substantial-compliance  standard  has  been  met. 

(C)  (i)  Upon  the  expiration  of  30  months  after  the  date  of  the  en- 
actment of  the  Nutrition  Labeling  and  Education  Act  of  1990,  the 
Secretary  shall  issue  a  report  on  actions  taken  by  food  retailers  to 
provide  consumers  with  nutrition  information  for  raw  agricultural 
commodities  and  raw  fish  under  the  guidelines  issued  under  clause 
(A).  Such  report  shall  include  a  determination  of  whether  there  is 
substantial  compliance  with  the  guidelines. 

(ii)  If  the  Secretary  finds  that  there  is  substantial  compliance 
with  the  guidelines,  the  Secretary  shall  issue  a  report  and  make  a 
determination  of  the  type  required  in  subclause  (i)  every  two  years. 

(D)  (i)  If  the  Secretary  determines  that  there  is  not  substantial 
compliance  with  the  guidelines  issued  under  clause  (A),  the  Secre- 
tary shall  at  the  time  such  determination  is  made  issue  proposed 
regulations  requiring  that  any  person  who  offers  raw  agricultural 
commodities  or  raw  fish  to  consumers  provide,  in  a  manner  pre- 
scribed by  regulations,  the  nutrition  information  required  by  sub- 
paragraphs (1)  and  (2).  The  Secretary  shall  issue  final  regulations 
imposing  such  requirements  6  months  after  issuing  the  proposed 
regulations.  The  final  regulations  shall  become  effective  6  months 
after  the  date  of  their  promulgation. 

(ii)  Regulations  issued  under  subclause  (i)  may  require  that  the 
nutrition  information  required  by  subparagraphs  (1)  and  (2)  be  pro- 
vided for  more  than  20  varieties  of  vegetables,  20  varieties  of  fruit, 
and  20  varieties  of  fish  most  frequently  consumed  during  a  year  if 
the  Secretary  finds  that  a  larger  number  of  such  products  are  fre- 
quently consumed.  Such  regulations  shall  permit  such  information 
to  be  provided  in  a  single  location  in  each  area  in  which  raw  agri- 
cultural commodities  and  raw  fish  are  offered  for  sale.  Such  regula- 
tions may  provide  that  information  shall  be  expressed  as  an  aver- 
age or  range  per  serving  of  the  same  type  of  raw  agricultural  com- 
modity or  raw  fish.  The  Secretary  shall  develop  and  make  available 
to  the  persons  who  offer  such  food  to  consumers  the  information 
required  by  subparagraphs  (1)  and  (2). 

(iii)  Regulations  issued  under  subclause  (i)  shall  permit  the  re- 
quired information  to  be  provided  in  each  area  of  an  establishment 
in  which  raw  agricultural  commodities  and  raw  fish  are  offered  for 
sale.  The  regulations  shall  permit  food  retailers  to  display  the  re- 
quired information  by  supplying  copies  of  the  information  provided 
by  the  Secretary,  by  making  the  information  available  in  brochure, 
notebook  or  leaflet  form,  or  by  posting  a  sign  disclosing  the  infor- 
mation. Such  regulations  shall  also  permit  presentation  of  the  re- 
quired information  to  be  supplemented  by  a  video,  live  demonstra- 
tion, or  other  media  which  the  Secretary  approves. 

(E)  For  purposes  of  this  subparagraph,  the  term  "fish"  includes 
freshwater  or  marine  fin  fish,  crustaceans,  and  mollusks,  including 
shellfish,  amphibians,  and  other  forms  of  aquatic  animal  life. 

(F)  No  person  who  offers  raw  agricultural  commodities  or  raw 
fish  to  consumers  may  be  prosecuted  for  minor  violations  of  this 
subparagraph  if  there  has  been  substantial  compliance  with  the  re- 
quirements of  this  paragraph. 
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(5)(A)  Subparagraphs  (1),  (2),  (3),  and  (4)  shall  not  apply  to  food — 

(i)  which  is  served  in  restaurants  or  other  establishments  in 
which  food  is  served  for  immediate  human  consumption  or 
which  is  sold  for  sale  or  use  in  such  establishments, 

(ii)  which  is  processed  and  prepared  primarily  in  a  retail  es- 
tablishment, which  is  ready  for  human  consumption,  which  is 
of  the  type  described  in  subclause  (i),  and  which  is  offered  for 
sale  to  consumers  but  not  for  immediate  human  consumption 
in  such  establishment  and  which  is  not  offered  for  sale  outside 
such  establishment, 

(iii)  which  is  an  infant  formula  subject  to  section  412, 

(iv)  which  is  a  medical  food  as  defined  in  section  5(b)  of  the 
Orphan  Drug  Act  (21  U.S.C.  360ee(b)),  or 

(v)  which  is  described  in  section  405(2). 

(B)  Subparagraphs  (1)  and  (2)  shall  not  apply  to  the  label  of  a 
food  if  the  Secretary  determines  by  regulations  that  compliance 
with  such  subparagraphs  is  impracticable  because  the  package  of 
such  food  is  too  small  to  comply  with  the  requirements  of  such  sub- 
paragraphs and  if  the  label  of  such  food  does  not  contain  any  nutri- 
tion information. 

(C)  If  a  food  contains  insignificant  amounts,  as  determined  by  the 
Secretary,  of  all  the  nutrients  required  by  subparagraphs  (1)  and 
(2)  to  be  listed  in  the  label  or  labeling  of  food,  the  requirements  of 
such  subparagraphs  shall  not  apply  to  such  food  if  the  label,  label- 
ing, or  advertising  of  such  food  does  not  make  any  claim  with  re- 
spect to  the  nutritional  value  of  such  food.  If  a  food  contains  insig- 
nificant amounts,  as  determined  by  the  Secretary,  of  more  than 
one-half  the  nutrients  required  by  subparagraphs  (1)  and  (2)  to  be 
in  the  label  or  labeling  of  the  food,  the  Secretary  shall  require  the 
amounts  of  such  nutrients  to  be  stated  in  a  simplified  form  pre- 
scribed by  the  Secretary. 

(D)  If  a  person  offers  food  for  sale  and  has  annual  gross  sales 
made  or  business  done  in  sales  to  consumers  which  is  not  more 
than  $500,000  or  has  annual  gross  sales  made  or  business  done  in 
sales  of  food  to  consumers  which  is  not  more  than  $50,000,  the  re- 
quirements of  subparagraphs  (1),  (2),  (3),  and  (4)  shall  not  apply 
with  respect  to  food  sold  by  such  person  to  consumers  unless  the 
label  or  labeling  of  food  offered  by  such  person  provides  nutrition 
information  or  makes  a  nutrition  claim. 

(E)  If  a  food  to  which  section  411  applies  (as  defined  in  section 
411(c))  contains  one  or  more  of  the  nutrients  required  by  subpara- 
graph (1)  or  (2)  to  be  in  the  label  or  labeling  of  the  food,  the  label 
or  labeling  of  such  food  shall  comply  with  the  requirements  of  sub- 
paragraphs (1)  and  (2)  in  a  manner  which  is  appropriate  for  such 
food  and  which  is  specified  in  regulations  of  the  Secretary. 

(F)  Subparagraphs  (1),  (2),  (3),  and  (4)  shall  not  apply  to  food 
which  is  sold  by  a  food  distributor  if  the  food  distributor  principally 
sells  food  to  restaurants  or  other  establishments  in  which  food  is 
served  for  immediate  human  consumption  and  does  not  manufac- 
ture, process,  or  repackage  the  food  it  sells. 

(r)(l)  Except  as  provided  in  clauses  (A)  through  (C)  of  subpara- 
graph (5),  if  it  is  a  food  intended  for  human  consumption  which  is 
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offered  for  sale  and  for  which  a  claim  is  made  in  the  label  or  label- 
ing of  the  food  which  expressly  or  by  implication — 

(A)  characterizes  the  level  of  any  nutrient  which  is  of  the 
type  required  by  paragraph  (q)(l)  or  (q)(2)  to  be  in  the  label  or 
labeling  of  the  food  unless  the  claim  is  made  in  accordance 
with  subparagraph  (2),  or 

(B)  characterizes  the  relationship  of  any  nutrient  which  is  of 
the  type  required  by  paragraph  (q)(l)  or  (q)(2)  to  be  in  the  label 
or  labeling  of  the  food  to  a  disease  or  a  health-related  condition 
unless  the  claim  is  made  in  accordance  with  subparagraph  (3) 
or  5(D). 

A  statement  of  the  type  required  by  paragraph  (q)  that  appears  as 
part  of  the  nutrition  information  required  or  permitted  by  such 
paragraph  is  not  a  claim  which  is  subject  to  this  paragraph  and  a 
claim  subject  to  clause  (A)  is  not  subject  to  clause  (B). 

(2)(A)  Except  as  provided  in  subparagraphs  (4)(A)(ii)  and  (4)(A)(iii) 
and  clauses  (A)  through  (C)  of  subparagraph  (5),  a  claim  described 
in  subparagraph  (1)(A) — 

(i)  may  be  made  only  if  the  characterization  of  the  level 
made  in  the  claim  uses  terms  which  are  defined  in  regulations 
of  the  Secretary, 

(ii)  may  not  state  the  absence  of  a  nutrient  unless — 

(I)  the  nutrient  is  usually  present  in  the  food  or  in  a  food 
which  substitutes  for  the  food  as  defined  by  the  Secretary 
by  regulation,  or 

(II)  the  Secretary  by  regulation  permits  such  a  state- 
ment on  the  basis  of  a  finding  that  such  a  statement  would 
assist  consumers  in  maintaining  healthy  dietary  practices 
and  the  statement  discloses  that  the  nutrient  is  not  usual- 
ly present  in  the  food, 

(iii)  may  not  be  made  with  respect  to  the  level  of  cholesterol 
in  the  food  if  the  food  contains,  as  determined  by  the  Secretary 
by  regulation,  fat  or  saturated  fat  in  an  amount  which  in- 
creases to  persons  in  the  general  population  the  risk  of  disease 
or  a  health  related  condition  which  is  diet  related  unless — 

(I)  the  Secretary  finds  by  regulation  that  the  level  of 
cholesterol  is  substantially  less  than  the  level  usually 
present  in  the  food  or  in  a  food  which  substitutes  for  the 
food  and  which  has  a  significant  market  share,  or  the  Sec- 
retary by  regulation  permits  a  statement  regarding  the  ab- 
sence of  cholesterol  on  the  basis  of  a  finding  that  cholester- 
ol is  not  usually  present  in  the  food  and  that  such  a  state- 
ment would  assist  consumers  in  maintaining  healthy  die- 
tary practices  and  a  requirement  that  the  statement  dis- 
close that  cholesterol  is  not  usually  present  in  the  food, 
and 

(II)  the  label  or  labeling  of  the  food  discloses  the  level  of 
such  fat  or  saturated  fat  in  immediate  proximity  to  such 
claim  and  with  appropriate  prominence  which  shall  be  no 
less  than  one-half  the  size  of  the  claim  with  respect  to  the 
level  of  cholesterol, 

(iv)  may  not  be  made  with  respect  to  the  level  of  saturated 
fat  in  the  food  if  the  food  contains  cholesterol  unless  the  label 
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or  labeling  of  the  food  discloses  the  level  of  cholesterol  in  the 
food  in  immediate  proximity  to  such  claim  and  with  appropri- 
ate prominence  which  shall  be  no  less  than  one-half  the  size  of 
the  claim  with  respect  to  the  level  of  saturated  fat, 

(v)  may  not  state  that  a  food  is  high  in  dietary  fiber  unless 
the  food  is  low  in  total  fat  as  defined  by  the  Secretary  or  the 
label  or  labeling  discloses  the  level  of  total  fat  in  the  food  in 
immediate  proximity  to  such  statement  and  with  appropriate 
prominence  which  shall  be  no  less  than  one-half  the  size  of  the 
claim  with  respect  to  the  level  of  dietary  fiber,  and 

(vi)  may  not  be  made  if  the  Secretary  by  regulation  prohibits 
the  claim  because  the  claim  is  misleading  in  light  of  the  level 
of  another  nutrient  in  the  food. 

(B)  If  a  claim  described  in  subparagraph  (1)(A)  is  made  with  re- 
spect to  a  nutrient  in  a  food,  the  label  or  labeling  of  such  food  shall 
contain,  prominently  and  in  immediate  proximity  to  such  claim, 
the  following  statement:  "See    for  nutrition  informa- 
tion." In  the  statement — 

(i)  the  blank  shall  identify  the  panel  on  which  the  informa- 
tion described  in  the  statement  may  be  found,  and 

(ii)  if  the  Secretary  determines  that  the  food  contains  a  nu- 
trient at  a  level  which  increases  to  persons  in  the  general  pop- 
ulation the  risk  of  a  disease  or  health-related  condition  which 
is  diet  related,  taking  into  account  the  significance  of  the  food 
in  the  total  daily  diet,  the  statement  shall  also  identify  such 
nutrient. 

(C)  Subparagraph  (2)(A)  does  not  apply  to  a  claim  described  in 
subparagraph  (1)(A)  and  contained  in  the  label  or  labeling  of  a  food 
if  such  claim  is  contained  in  the  brand  name  of  such  food  and  such 
brand  name  was  in  use  on  such  food  before  October  25,  1989,  unless 
the  brand  name  contains  a  term  defined  by  the  Secretary  under 
subparagraph  (2)(A)(i).  Such  a  claim  is  subject  to  paragraph  (a). 

(D)  Subparagraph  (2)  does  not  apply  to  a  claim  described  in  sub- 
paragraph (1)(A)  which  uses  the  term  "diet"  and  is  contained  in  the 
label  or  labeling  of  a  soft  drink  if  (i)  such  claim  is  contained  in  the 
brand  name  of  such  soft  drink,  (ii)  such  brand  name  was  in  use  on 
such  soft  drink  before  October  25,  1989,  and  (iii)  the  use  of  the  term 
"diet"  was  in  conformity  with  section  105.66  of  title  21  of  the  Code 
of  Federal  Regulations.  Such  a  claim  is  subject  to  paragraph  (a). 

(E)  Subclauses  (i)  through  (v)  of  subparagraph  (2)(A)  do  not  apply 
to  a  statement  in  the  label  or  labeling  of  food  which  describes  the 
percentage  of  vitamins  and  minerals  in  the  food  in  relation  to  the 
amount  of  such  vitamins  and  minerals  recommended  for  daily  con- 
sumption by  the  Secretary. 

(3)(A)  Except  as  provided  in  subparagraph  (5),  a  claim  described 
in  subparagraph  (1)(B)  may  only  be  made — 

(i)  if  the  claim  meets  the  requirements  of  the  regulations  of 
the  Secretary  promulgated  under  clause  (B),  and 

(ii)  if  the  food  for  which  the  claim  is  made  does  not  contain, 
as  determined  by  the  Secretary  by  regulation,  any  nutrient  in 
an  amount  which  increases  to  persons  in  the  general  popula- 
tion the  risk  of  a  disease  or  health-related  condition  which  is 
diet  related,  taking  into  account  the  significance  of  the  food  in 
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the  total  daily  diet,  except  that  the  Secretary  may  by  regula- 
tion permit  such  a  claim  based  on  a  finding  that  such  a  claim 
would  assist  consumers  in  maintaining  healthy  dietary  prac- 
tices and  based  on  a  requirement  that  the  label  contain  a  dis- 
closure of  the  type  required  by  subparagraph  (2)(B). 
(B)(i)  The  Secretary  shall  promulgate  regulations  authorizing 
claims  of  the  type  described  in  subparagraph  (1)(B)  only  if  the  Sec- 
retary determines,  based  on  the  totality  of  publicly  available  scien- 
tific evidence  (including  evidence  from  well-designed  studies  con- 
ducted in  a  manner  which  is  consistent  with  generally  recognized 
scientific  procedures  and  principles),  that  there  is  significant  scien- 
tific agreement,  among  experts  qualified  by  scientific  training  and 
experience  to  evaluate  such  claims,  that  the  claim  is  supported  by 
such  evidence. 

(ii)  A  regulation  described  in  subclause  (i)  shall  describe — 

(I)  the  relationship  between  a  nutrient  of  the  type  required 
in  the  label  or  labeling  of  food  by  paragraph  (qXD  or  (q)(2)  and 
a  disease  or  health-related  condition,  and 

(II)  the  significance  of  each  such  nutrient  in  affecting  such 
disease  or  health-related  condition. 

(iii)  A  regulation  described  in  subclause  (i)  shall  require  such 
claim  to  be  stated  in  a  manner  so  that  the  claim  is  an  accurate  rep- 
resentation of  the  matters  set  out  in  subclause  (ii)  and  so  that  the 
claim  enables  the  public  to  comprehend  the  information  provided 
in  the  claim  and  to  understand  the  relative  significance  of  such  in- 
formation in  the  context  of  a  total  daily  diet. 

(4)(A)(i)  Any  person  may  petition  the  Secretary  to  issue  a  regula- 
tion under  subparagraph  (2)(A)(i)  or  (3)(B)  relating  to  a  claim  de- 
scribed in  subparagraph  (1)(A)  or  (1KB).  Not  later  than  100  days 
after  the  petition  is  received  by  the  Secretary,  the  Secretary  shall 
issue  a  final  decision  denying  the  petition  or  file  the  petition  for 
further  action  by  the  Secretary.  If  the  Secretary  denies  the  peti- 
tion, the  petition  shall  not  be  made  available  to  the  public.  If  the 
Secretary  files  the  petition,  the  Secretary  shall  deny  the  petition  or 
issue  a  proposed  regulation  to  take  the  action  requested  in  the  peti- 
tion not  later  than  90  days  after  the  date  of  such  decision. 

(ii)  Any  person  may  petition  the  Secretary  for  permission  to  use 
in  a  claim  described  in  subparagraph  (1)(A)  terms  that  are  consist- 
ent with  the  terms  defined  by  the  Secretary  under  subparagraph 
(2)(A)(i).  Within  90  days  of  the  submission  of  such  a  petition,  the 
Secretary  shall  issue  a  final  decision  denying  the  petition  or  grant- 
ing such  permission. 

(iii)  Any  person  may  petition  the  Secretary  for  permission  to  use 
an  implied  claim  described  in  subparagraph  (1)(A)  in  a  brand  name. 
After  publishing  notice  of  an  opportunity  to  comment  on  the  peti- 
tion in  the  Federal  Register  and  making  the  petition  available  to 
the  public,  the  Secretary  shall  grant  the  petition  if  the  Secretary 
finds  that  such  claim  is  not  misleading  and  is  consistent  with  terms 
defined  by  the  Secretary  under  subparagraph  (2)(A)(i).  The  Secre- 
tary shall  grant  or  deny  the  petition  within  100  days  of  the  date  it 
is  submitted  to  the  Secretary  and  the  petition  shall  be  considered 
granted  if  the  Secretary  does  not  act  on  it  within  such  100  days. 
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(B)  A  petition  under  clause  (A)(i)  respecting  a  claim  described  in 
subparagraph  (1)(A)  or  (1)(B)  shall  include  an  explanation  of  the 
reasons  why  the  claim  meets  the  requirements  of  this  subsection 
and  a  summary  of  the  scientific  data  which  supports  such  reasons. 

(C)  If  a  petition  for  a  regulation  under  subparagraph  (3)(B)  relies 
on  a  report  from  an  authoritative  scientific  body  of  the  United 
States,  the  Secretary  shall  consider  such  report  and  shall  justify 
any  decision  rejecting  the  conclusions  of  such  report. 

(5)(A)  This  paragraph  does  not  apply  to  infant  formulas  subject  to 
section  412(h)  and  medical  foods  as  defined  in  section  5(b)  of  the 
Orphan  Drug  Act. 

(B)  Subclauses  (iii)  through  (v)  of  subparagraph  (2)(A)  and  sub- 
paragraph (2)(B)  do  not  apply  to  food  which  is  served  in  restaurants 
or  other  establishments  in  which  food  is  served  for  immediate 
human  consumption  or  which  is  sold  for  sale  or  use  in  such  estab- 
lishments. 

(C)  A  subparagraph  (1)(A)  claim  made  with  respect  to  a  food 
which  claim  is  required  by  a  standard  of  identity  issued  under  sec- 
tion 401  shall  not  be  subject  to  subparagraph  (2)(A)(i)  or  (2)(B). 

(D)  A  subparagraph  (1)(B)  claim  made  with  respect  to  a  dietary 
supplement  of  vitamins,  minerals,  herbs,  or  other  similar  nutrition- 
al substances  shall  not  be  subject  to  subparagraph  (3)  but  shall  be 
subject  to  a  procedure  and  standard,  respecting  the  validity  of  such 
claim,  established  by  regulation  of  the  Secretary. 

Sec.  403A.  [343-1]  (a)  Except  as  provided  in  subsection  (b),  no 
State  or  political  subdivision  of  a  State  may  directly  or  indirectly 
establish  under  any  authority  or  continue  in  effect  as  to  any  food 
in  interstate  commerce — 

(1)  any  requirement  for  a  food  which  is  the  subject  of  a 
standard  of  identity  established  under  section  401  that  is  not 
identical  to  such  standard  of  identity  or  that  is  not  identical  to 
the  requirement  of  section  403(g), 

(2)  any  requirement  for  the  labeling  of  food  of  the  type  re- 
quired by  section  403(c),  403(e),  or  403(i)(2)  that  is  not  identical 
to  the  requirement  of  such  section, 

(3)  any  requirement  for  the  labeling  of  food  of  the  type  re- 
quired by  section  403(b),  403(d),  403(f),  403(h),  403(i)(l),  or  403(k) 
that  is  not  identical  to  the  requirement  of  such  section, 

(4)  any  requirement  for  nutrition  labeling  of  food  that  is  not 
identical  to  the  requirement  of  section  403(q),  except  a  require- 
ment for  nutrition  labeling  of  food  which  is  exempt  under  sub- 
clause (i)  or  (ii)  of  section  403(q)(5)(A),  or 

(5)  any  requirement  respecting  any  claim  of  the  type  de- 
scribed in  section  403(r)(l)  made  in  the  label  or  labeling  of  food 
that  is  not  identical  to  the  requirement  of  section  403(r),  except 
a  requirement  respecting  a  claim  made  in  the  label  or  labeling 
of  food  which  is  exempt  under  clause  (B)  of  such  section. 

Paragraph  (3)  shall  take  effect  in  accordance  with  section  6(b)  of 
the  Nutrition  Labeling  and  Education  Act  of  1990. 

(b)  Upon  petition  of  a  State  or  a  political  subdivision  of  a  State, 
the  Secretary  may  exempt  from  subsection  (a),  under  such  condi- 
tions as  may  be  prescribed  by  regulation,  any  State  or  local  re- 
quirement that — 
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(1)  would  not  cause  any  food  to  be  in  violation  of  any  applica- 
ble requirement  under  Federal  law, 

(2)  would  not  unduly  burden  interstate  commerce,  and 

(3)  is  designed  to  address  a  particular  need  for  information 
which  need  is  not  met  by  the  requirements  of  the  sections  re- 
ferred to  in  subsection  (a). 

EMERGENCY  PERMIT  CONTROL 

Sec.  404.  [344]  (a)  Whenever  the  Secretary  finds  after  investiga- 
tion that  the  distribution  in  interstate  commerce  of  any  class  of 
food  may,  by  reason  of  contamination  with  micro-organisms  during 
the  manufacture,  processing,  or  packing  thereof  in  any  locality,  be 
injurious  to  health,  and  that  such  injurious  nature  cannot  be  ade- 
quately determined  after  such  articles  have  entered  interstate  com- 
merce, he  then,  and  in  such  case  only,  shall  promulgate  regulations 
providing  for  the  issuance,  to  manufacturers,  processors,  or  packers 
of  such  class  of  food  in  such  locality  of  permits  to  which  shall  be 
attached  such  conditions  governing  the  manufacture,  processing,  or 
packaging  of  such  class  of  food,  for  such  temporary  period  of  time, 
as  may  be  necessary  to  protect  the  public  health;  and  after  the  ef- 
fective date  of  such  regulations,  and  during  such  temporary  period, 
no  person  shall  introduce  or  deliver  for  introduction  into  interstate 
commerce  any  such  food  manufactured,  processed,  or  packed  by 
any  such  manufacturer,  processor,  or  packer  unless  such  manufac- 
turer, processor,  or  packer  holds  a  permit  issued  by  the  Secretary 
as  provided  by  such  regulations. 

(b)  The  Secretary  is  authorized  to  suspend  immediately  upon 
notice  any  permit  issued  under  authority  of  this  section  if  it  is 
found  that  any  of  the  conditions  of  the  permit  have  been  violated. 
The  holder  of  a  permit  so  suspended  shall  be  privileged  at  any  time 
to  apply  for  the  reinstatement  of  such  permit,  and  the  Secretary 
shall,  immediately  after  prompt  hearing  and  an  inspection  of  the 
establishment,  reinstate  such  permit  if  it  is  found  that  adequate 
measures  have  been  taken  to  comply  with  and  maintain  the  condi- 
tions of  the  permit,  as  originally  issued  or  as  amended. 

(c)  Any  officer  or  employee  duly  designated  by  the  Secretary 
shall  have  access  to  any  factory  or  establishment,  the  operator  of 
which  holds  a  permit  from  the  Secretary,  for  the  purpose  of  ascer- 
taining whether  or  not  the  conditions  of  the  permit  are  being  com- 
plied with,  and  denial  of  access  for  such  inspection  shall  be  ground 
for  suspension  of  the  permit  until  such  access  is  freely  given  by  the 
operator. 

REGULATIONS  MAKING  EXEMPTIONS 

Sec.  405.  [345]  The  Secretary  shall  promulgate  regulations  ex- 
empting from  any  labeling  requirement  of  this  Act  (1)  small  open 
containers  of  fresh  fruits  and  fresh  vegetables  and  (2)  food  which  is 
in  accordance  with  the  practice  of  the  trade,  to  be  processed,  la- 
beled, or  repacked  in  substantial  quantities  at  establishments  other 
than  those  where  originally  processed  or  packed,  or  condition  that 
such  food  is  not  adulterated  or  misbranded  under  the  provisions  of 
this  Act  upon  removal  from  such  processing,  labeling,  or  repacking 
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establishment.  This  section  does  not  apply  to  the  labeling  require- 
ments of  sections  403(q)  and  403(r). 

TOLERANCES  FOR  POISONOUS  INGREDIENTS  IN  FOOD 

Sec.  406.  1  [346]  Any  poisonous  or  deleterious  substance  added 
to  any  food,  except  where  such  substance  is  required  in  the  produc- 
tion thereof  or  cannot  be  avoided  by  good  manufacturing  practice 
shall  be  deemed  to  be  unsafe  for  purposes  of  the  application  of 
clause  (2)(A)  of  section  402(a);  but  when  such  substance  is  so  re- 
quired or  cannot  be  so  avoided,  the  Secretary  shall  promulgate  reg- 
ulations limiting  the  quantity  therein  or  thereon  to  such  extent  as 
he  finds  necessary  for  the  protection  of  public  health,  and  any 
quantity  exceeding  the  limits  so  fixed  shall  also  be  deemed  to  be 
unsafe  for  purposes  of  the  application  of  clause  (2)(A)  of  section 
402(a).  While  such  a  regulation  is  in  effect  limiting  the  quantity  of 
any  such  substance  in  the  case  of  any  food,  such  food  shall  not,  by 
reason  of  bearing  or  containing  any  added  amount  of  such  sub- 
stance, be  considered  to  be  adulterated  within  the  meaning  of 
clause  (1)  of  section  402(a).  In  determining  the  quantity  of  such 
added  substance  to  be  tolerated  in  or  on  different  articles  of  food 
the  Secretary  shall  take  into  account  the  extent  to  which  the  use  of 
such  substance  is  required  or  cannot  be  avoided  in  the  production 
of  each  such  article,  and  the  other  ways  in  which  the  consumer 
may  be  affected  by  the  same  or  other  poisonous  or  deleterious  sub- 
stances. 

OLEOMARGARINE  OR  MARGARINE 

Sec.  407.  [347]  2  (a)  Colored  oleomargarine  or  colored  margarine 
which  is  sold  in  the  same  State  or  Territory  in  which  it  is  produced 
shall  be  subject  in  the  same  manner  and  to  the  same  extent  to  the 
provisions  of  this  Act  as  if  it  had  been  introduced  in  interstate 
commerce. 

(b)  No  person  shall  sell,  or  offer  for  sale,  colored  oleomargarine 
or  colored  margarine  unless — 

(1)  such  oleomargarine  or  margarine  is  packaged, 


1  See  the  Revolving  Fund  provision  in  the  Appendix  on  p.  553. 

2  Public  Law  81-459,  March  16,  1950  (64  Stat.  20),  amended  section  15  of  the  Federal  Trade 
Commission  Act  by  adding  the  following  subsection: 

"(f)  For  the  purposes  of  this  section  and  section  407  of  the  Federal  Food,  Drug,  and  Cosmetic 
Act,  as  amended,  the  term  'oleomargarine'  or  'margarine'  includes — 

"(1)  all  substances,  mixtures,  and  compounds  known  as  oleomargarine  or  margarine; 
"(2)  all  substances,  mixtures,  and  compounds  which  have  a  consistence  similar  to  that  of 
butter  and  which  contain  any  edible  oils  or  fats  other  than  milk  fat  if  made  in  imitation  or 
semblance  of  butter." 

In  repealing  section  2301  of  the  Internal  Revenue  Code  (relating  to  the  tax  on  oleomargarine) 
Public  Law  81-459  declared,  in  part:  "The  Congress  hereby  finds  and  declares  that  the  sale,  or 
the  serving  in  public  eating  places,  of  colored  oleomargarine  or  colored  margarine  without  clear 
identification  as  such  or  which  is  otherwise  adulterated  or  misbranded  within  the  meaning  of 
the  Federal  Food,  Drug,  and  Cosmetic  Act  depresses  the  market  in  interstate  commerce  for 
butter  and  for  oleomargarine  or  margarine  clearly  identified  and  neither  adulterated  nor  mis- 
branded,  and  constitutes  a  burden  on  interstate  commerce  in  such  articles.  Such  burden  exists, 
irrespective  of  whether  such  oleomargarine  or  margarine  originates  from  an  interstate  source  or 
from  the  State  in  which  it  is  sold." 

Sec.  6  of  Public  Law  81-459  states  that  "nothing  in  this  Act  shall  be  construed  as  authorizing 
the  possession,  sale,  or  serving  of  colored  oleomargarine  or  colored  margarine  in  any  State  or 
Territory  in  contravention  of  the  laws  of  such  State  or  Territory." 


Sec.  408 


FEDERAL  FOOD,  DRUG,  AND  COSMETIC  ACT 


34 


(2)  the  net  weight  of  the  contents  of  any  package  sold  in  a 
retail  establishment  is  one  pound  or  less, 

(3)  there  appears  on  the  label  of  the  package  (A)  the  word 
"oleomargarine"  or  "margarine"  in  type  or  lettering  at  least 
as  large  as  any  other  type  or  lettering  on  such  label,  and  (B)  a 
full  and  accurate  statement  of  all  the  ingredients  contained  in 
such  oleomargarine,  or  margarine,  and 

(4)  each  part  of  the  contents  of  the  package  is  contained  in  a 
wrapper  which  bears  the  word  "oleomargarine"  or  "marga- 
rine" in  type  or  lettering  not  smaller  than  20-point  type. 

The  requirements  of  this  subsection  shall  be  in  addition  to  and  not 
in  lieu  of  any  of  the  other  requirements  of  this  Act. 

(c)  No  person  shall  possess  in  a  form  ready  for  serving  colored 
oleomargarine  or  colored  margarine  at  a  public  eating  place  unless 
a  notice  that  oleomargarine  or  margarine  is  served  is  displayed 
prominently  and  conspicuously  in  such  place  and  in  such  manner 
as  to  render  it  likely  to  be  read  and  understood  by  the  ordinary  in- 
dividual being  served  in  such  eating  place  or  is  printed  or  is  other- 
wise set  forth  on  the  menu  in  type  or  lettering  not  smaller  than 
that  normally  used  to  designate  the  serving  of  other  food  items.  No 
person  shall  serve  colored  oleomargarine  or  colored  margarine  at  a 
public  eating  place,  whether  or  not  any  charge  is  made  therefor, 
unless  (1)  each  separate  serving  bears  or  is  accompanied  by  label- 
ing identifying  it  as  oleomargarine  or  margarine,  or  (2)  each  sepa- 
rate serving  thereof  is  triangular  in  shape. 

(d)  Colored  oleomargarine  or  colored  margarine  when  served 
with  meals  at  a  public  eating  place  shall  at  the  time  of  such  service 
be  exempt  from  the  labeling  requirements  of  section  403  of  this 
title  (except  (a)  and  (f))  if  it  complies  with  the  requirements  of  sub- 
section (b)  of  this  section. 

(e)  For  the  purpose  of  this  section  colored  oleomargarine  or  col- 
ored margarine  is  oleomargarine  or  margarine  having  a  tint  or 
shade  containing  more  than  one  and  six-tenths  degrees  of  yellow, 
or  of  yellow  and  red  collectively,  but  with  an  excess  of  yellow  over 
red,  measured  in  terms  of  Lovibond  tintometer  scale  or  its  equiva- 
lent. 

TOLERANCES  FOR  PESTICIDE  CHEMICALS  IN  OR  ON  RAW  AGRICULTURAL 

COMMODITIES 

Sec.  408.  1  [346a]  (a)  Any  poisonous  or  deleterious  pesticide 
chemical,  or  any  pesticide  chemical  which  is  not  generally  recog- 
nized, among  experts  qualified  by  scientific  training  and  experience 
to  evaluate  the  safety  of  pesticide  chemicals,  as  safe  for  use,  added 
to  a  raw  agricultural  commodity,  shall  be  deemed  unsafe  for  the 
purposes  of  the  application  of  clause  (2)  of  section  402(a)  unless — 
(Da  tolerance  for  such  pesticide  chemical  in  or  on  the  raw 
agricultural  commodity  has  been  prescribed  by  the  Secretary 
of  Health,  Education,  and  Welfare  under  this  section  and  the 
quantity  of  such  pesticide  chemical  in  or  on  the  raw  agricultur- 
al commodity  is  within  the  limits  of  the  tolerance  so  pre- 
scribed; or 


1  See  the  Revolving  Fund  provision  in  the  Appendix  on  p.  553. 
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(2)  with  respect  to  use  in  or  on  such  raw  agricultural  com- 
modity, the  pesticide  chemical  has  been  exempted  from  the  re- 
quirement of  a  tolerance  by  the  Secretary  under  this  section. 
While  a  tolerance  or  exemption  from  tolerance  is  in  effect  for  a 
pesticide  chemical  with  respect  to  any  raw  agricultural  commodity, 
such  raw  agricultural  commodity  shall  not,  by  reason  of  bearing  or 
containing  any  added  amount  of  such  pesticide  chemical,  be  consid- 
ered to  be  adulterated  within  the  meaning  of  clause  (1)  of  section 
402(a). 

(b)  The  Secretary  shall  promulgate  regulations  establishing  toler- 
ances with  respect  to  the  use  in  or  on  raw  agricultural  commodities 
of  poisonous  or  deleterious  pesticide  chemicals  and  of  pesticide 
chemicals  which  are  not  generally  recognized,  among  experts  quali- 
fied by  scientific  training  and  experience  to  evaluate  the  safety  of 
pesticide  chemicals,  as  safe  for  use,  to  the  extent  necessary  to  pro- 
tect the  public  health.  In  establishing  any  such  regulation,  the  Sec- 
retary shall  give  appropriate  consideration,  among  other  relevant 
factors,  (1)  to  the  necessity  for  the  production  of  an  adequate, 
wholesome,  and  economical  food  supply;  (2)  to  the  other  ways  in 
which  the  consumer  may  be  affected  by  the  same  pesticide  chemi- 
cal or  by  other  related  substances  that  are  poisonous  or  deleterious; 
and  (3)  to  the  opinion  of  the  Secretary  of  Agriculture  as  submitted 
with  a  certification  of  usefulness  under  subsection  (1)  of  this  sec- 
tion. Such  regulations  shall  be  promulgated  in  the  manner  pre- 
scribed in  subsection  (d)  or  (e)  of  this  section.  In  carrying  out  the 
provisions  of  this  section  relating  to  the  establishment  of  toler- 
ances, the  Secretary  may  establish  the  tolerance  applicable  with  re- 
spect to  the  use  of  any  pesticide  chemical  in  or  on  any  raw  agricul- 
tural commodity  at  zero  level  if  the  scientific  data  before  the  Secre- 
tary does  not  justify  the  establishment  of  a  greater  tolerance. 

(c)  The  Secretary  shall  promulgate  regulations  exempting  any 
pesticide  chemical  from  the  necessity  of  a  tolerance  with  respect  to 
use  in  or  on  any  or  all  raw  agricultural  commodities  when  such  a 
tolerance  is  not  necessary  to  protect  the  public  health.  Such  regula- 
tions shall  be  promulgated  in  the  manner  prescribed  in  subsection 
(d)  or  (e)  of  this  section. 

(d)  (1)  Any  person  who  has  registered,  or  who  has  submitted  an 
application  for  the  registration  of,  a  pesticide  under  the  Federal  In- 
secticide, Fungicide,  and  Rodenticide  Act  may  file  with  the  Secre- 
tary of  Health,  Education,  and  Welfare,  a  petition  proposing  the  is- 
suance of  a  regulation  establishing  a  tolerance  for  a  pesticide 
chemical  which  constitutes,  or  is  an  ingredient  of  such  pesticide,  or 
exempting  the  pesticide  chemical  from  the  requirement  of  a  toler- 
ance. The  petition  shall  contain  data  showing — 

(A)  the  name,  chemical  identity,  and  composition  of  the  pes- 
ticide chemical; 

(B)  the  amount,  frequency,  and  time  of  application  of  the 
pesticide  chemical; 

(C)  full  reports  of  investigations  made  with  respect  to  the 
safety  of  the  pesticide  chemical; 

(D)  the  results  of  tests  on  the  amount  of  residue  remaining, 
including  a  description  of  the  analytical  methods  used; 
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(E)  practicable  methods  for  removing  residue  which  exceeds 
any  proposed  tolerance; 

(F)  proposed  tolerances  for  the  pesticide  chemical  if  toler- 
ances are  proposed;  and 

(G)  reasonable  grounds  in  support  of  the  petition. 

Samples  of  the  pesticide  chemical  shall  be  furnished  to  the  Secre- 
tary upon  request.  Notice  of  the  filing  of  such  petition  shall  be  pub- 
lished in  general  terms  by  the  Secretary  within  thirty  days  after 
filing.  Such  notice  shall  include  the  analytical  methods  available 
for  the  determination  of  the  residue  of  the  pesticide  chemical  for 
which  a  tolerance  or  exemption  is  proposed. 

(2)  Within  ninety  days  after  a  certification  of  usefulness  by  the 
Secretary  of  Agriculture  under  subsection  (1)  with  respect  to  the 
pesticide  chemical  named  in  the  petition,  the  Secretary  of  Health, 
Education,  and  Welfare  shall,  after  giving  due  consideration  to  the 
data  submitted  in  the  petition  or  otherwise  before  him,  by  order 
make  public  a  regulation — 

(A)  establishing  a  tolerance  for  the  pesticide  chemical  named 
in  the  petition  for  the  purposes  for  which  it  is  so  certified  as 
useful,  or 

(B)  exempting  the  pesticide  chemical  from  the  necessity  of  a 
tolerance  for  such  purposes, 

unless  within  such  ninety-day  period  the  person  filing  the  petition 
requests  that  the  petition  be  referred  to  an  advisory  committee  or 
the  Secretary  within  such  period  otherwise  deems  such  referral 
necessary,  in  either  of  which  events  the  provisions  of  paragraph  (3) 
of  this  subsection  shall  apply  in  lieu  hereof. 

(3)  In  the  event  that  the  person  filing  the  petition  requests, 
within  ninety  days  after  a  certification  of  usefulness  by  the  Secre- 
tary of  Agriculture  under  subsection  (1),  with  respect  to  the  pesti- 
cide chemical  named  in  the  petition,  that  the  petition  be  referred 
to  an  advisory  committee,  or  in  the  event  the  Secretary  of  Health, 
Education,  and  Welfare  within  such  period  otherwise  deems  such 
referral  necessary,  the  Secretary  of  Health,  Education,  and  Welfare 
shall  forthwith  submit  the  petition  and  other  data  before  him  to  an 
advisory  committee  to  be  appointed  in  accordance  with  subsection 
(g)  of  this  section.  As  soon  as  practicable  after  such  referral,  but 
not  later  than  sixty  days  thereafter,  unless  extended  as  hereinafter 
provided,  the  committee  shall,  after  independent  study  of  the  data 
submitted  to  it  by  the  Secretary  and  other  data  before  it,  certify  to 
the  Secretary  a  report  and  recommendations  on  the  proposal  in  the 
petition  to  the  Secretary,  together  with  all  underlying  data  and  a 
statement  of  the  reasons  or  basis  for  the  recommendations.  The 
sixty-day  period  provided  for  herein  may  be  extended  by  the  advi- 
sory committee  for  an  additional  thirty  days  if  the  advisory  com- 
mittee deems  this  necessary.  Within  thirty  days  after  such  certifi- 
cation, the  Secretary  shall,  after  giving  due  consideration  to  all 
data  then  before  him,  including  such  report,  recommendations,  un- 
derlying data,  and  statement,  by  order  make  public  a  regulation — 

(A)  establishing  a  tolerance  for  the  pesticide  chemical  named 
in  the  petition  for  the  purposes  for  which  it  is  so  certified  as 
useful;  or 
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(B)  exempting  the  pesticide  chemical  from  the  necessity  of  a 
tolerance  for  such  purposes. 

(4)  The  regulations  published  under  paragraph  (2)  or  (3)  of  this 
subsection  will  be  effective  upon  publication. 

(5)  Within  thirty  days  after  publication,  any  person  adversely  af- 
fected by  a  regulation  published  pursuant  to  paragraph  (2)  or  (3)  of 
this  subsection,  or  pursuant  to  subsection  (e),  may  file  objections 
thereto  with  the  Secretary,  specifying  with  particularity  the  provi- 
sions of  the  regulation  deemed  objectionable,  stating  reasonable 
grounds  therefor,  and  requesting  a  public  hearing  upon  such  objec- 
tions. A  copy  of  the  objections  filed  by  a  person  other  than  the  peti- 
tioner shall  be  served  on  the  petitioner,  if  the  regulation  was 
issued  pursuant  to  a  petition.  The  petitioner  shall  have  two  weeks 
to  make  a  written  reply  to  the  objections.  The  Secretary  shall 
thereupon,  after  due  notice,  hold  such  public  hearing  for  the  pur- 
pose of  receiving  evidence  relevant  and  material  to  the  issues 
raised  by  such  objections.  Any  report,  recommendations,  underly- 
ing data,  and  reasons  certified  to  the  Secretary  by  an  advisory  com- 
mittee shall  be  made  a  part  of  the  record  of  the  hearing,  if  relevant 
and  material,  subject  to  the  provisions  of  section  7(c)  of  the  Admin- 
istrative Procedure  Act  (5  U.S.C.,  sec.  1006(c)).1  The  National  Acad- 
emy of  Sciences  shall  designate  a  member  of  the  advisory  commit- 
tee to  appear  and  testify  at  any  such  hearing  with  respect  to  the 
report  and  recommendations  of  such  committee  upon  request  of  the 
Secretary,  the  petitioner,  or  the  officer  conducting  the  hearing: 
Provided,  That  this  shall  not  preclude  any  other  member  of  the  ad- 
visory committee  from  appearing  and  testifying  at  such  hearing.  As 
soon  as  practicable  after  completion  of  the  hearing,  the  Secretary 
shall  act  upon  such  objections  and  by  order  make  public  a  regula- 
tion. Such  regulation  shall  be  based  only  on  substantial  evidence  of 
record  at  such  hearing,  including  any  report,  recommendations,  un- 
derlying data,  and  reasons  certified  to  the  Secretary  by  an  advisory 
committee,  and  shall  set  forth  detailed  findings  of  fact  upon  which 
the  regulation  is  based.  No  such  order  shall  take  effect  prior  to  the 
ninetieth  day  after  its  publication,  unless  the  Secretary  finds  that 
emergency  conditions  exist  necessitating  an  earlier  effective  date, 
in  which  event  the  Secretary  shall  specify  in  the  order  his  findings 
as  to  such  conditions. 

(e)  The  Secretary  may  at  any  time,  upon  his  own  initiative  or 
upon  the  request  of  any  interested  person,  propose  the  issuance  of 
a  regulation  establishing  a  tolerance  for  a  pesticide  chemical  or  ex- 
empting it  from  the  necessity  of  a  tolerance.  Thirty  days  after  pub- 
lication of  such  a  proposal,  the  Secretary  may  by  order  publish  a 
regulation  based  upon  the  proposal  which  shall  become  effective 
upon  publication  unless  within  such  thirty-day  period  a  person  who 
has  registered,  or  who  has  submitted  an  application  for  the  regis- 
tration of,  a  pesticide  under  the  Federal  Insecticide,  Fungicide,  and 
Rodenticide  Act  containing  the  pesticide  chemical  named  in  the 
proposal,  requests  that  the  proposal  be  referred  to  an  advisory  com- 
mittee. In  the  event  of  such  a  request,  the  Secretary  shall  forth- 
with submit  the  proposal  and  other  relevant  data  before  him  to  an 


1  Codified  to  section  556  of  title  5,  United  States  Code. 
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advisory  committee  to  be  appointed  in  accordance  with  subsection 
(g)  of  this  section.  As  soon  as  practicable  after  such  referral,  but 
not  later  than  sixty  days  thereafter,  unless  extended  as  hereinafter 
provided,  the  committee  shall,  after  independent  study  of  the  data 
submitted  to  it  by  the  Secretary  and  other  data  before  it,  certify  to 
the  Secretary  a  report  and  recommendations  on  the  proposal  to- 
gether with  all  underlying  data  and  a  statement  of  the  reasons  or 
basis  for  the  recommendations.  The  sixty-day  period  provided  for 
herein  may  be  extended  by  the  advisory  committee  for  an  addition- 
al thirty  days  if  the  advisory  committee  deems  this  necessary. 
Within  thirty  days  after  such  certification,  the  Secretary  may, 
after  giving  due  consideration  to  all  data  before  him,  including 
such  report,  recommendations,  underlying  data  and  statement,  by 
order  publish  a  regulation  establishing  a  tolerance  for  the  pesticide 
chemical  named  in  the  proposal  or  exempting  it  from  the  necessity 
of  a  tolerance  which  shall  become  effective  upon  publication.  Regu- 
lations issued  under  this  subsection  shall  upon  publication  be  sub- 
ject to  paragraph  (5)  of  subsection  (d). 

(f)  All  data  submitted  to  the  Secretary  or  to  an  advisory  commit- 
tee in  support  of  a  petition  under  this  section  shall  be  considered 
confidential  by  the  Secretary  and  by  such  advisory  committee  until 
publication  of  a  regulation  under  paragraph  (2)  or  (3)  of  subsection 
(d)  of  this  section.  Until  such  publication,  such  data  shall  not  be  re- 
vealed to  any  person  other  than  those  authorized  by  the  Secretary 
or  by  an  advisory  committee  in  the  carrying  out  of  their  official 
duties  under  this  section. 

(g)  Whenever  the  referral  of  a  petition  or  proposal  to  an  advisory 
committee  is  requested  under  this  section,  or  the  Secretary  other- 
wise deems  such  referral  necessary,  the  Secretary  shall  forthwith 
appoint  a  committee  of  competent  experts  to  review  the  petition  or 
proposal  and  to  make  a  report  and  recommendations  thereon.  Each 
such  advisory  committee  shall  be  composed  of  experts,  qualified  in 
the  subject  matter  of  the  petition  and  of  adequately  diversified  pro- 
fessional background  selected  by  the  National  Academy  of  Sciences 
and  shall  include  one  or  more  representatives  from  land-grant  col- 
leges. The  size  of  the  committee  shall  be  determined  by  the  Secre- 
tary. Members  of  an  advisory  committee  shall  receive  compensa- 
tion and  travel  expenses  in  accordance  with  subsection  (b)(5)(D)  of 
section  706.  The  members  shall  not  be  subject  to  any  other  provi- 
sions of  law  regarding  the  appointment  and  compensation  of  em- 
ployees of  the  United  States.  The  Secretary  shall  furnish  the  com- 
mittee with  adequate  clerical  and  other  assistance,  and  shall  by 
rules  and  regulations  prescribe  the  procedures  to  be  followed  by 
the  committee. 

(h)  A  person  who  has  filed  a  petition  or  who  has  requested  the 
referral  of  a  proposal  to  an  advisory  committee  in  accordance  with 
the  provision  of  this  section,  as  well  as  representatives  of  the  De- 
partment of  Health,  Education,  and  Welfare,  shall  have  the  right 
to  consult  with  any  advisory  committee  provided  for  in  subsection 
(g)  in  connection  with  the  petition  or  proposal. 

(i)  (l)  In  a  case  of  actual  controversy  as  to  the  validity  of  any 
order  under  subsection  (d)(5),  (e),  or  (1)  any  person  who  will  be  ad- 
versely affected  by  such  order  may  obtain  judicial  review  by  filing 
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in  the  United  States  Court  of  Appeals  for  the  circuit  wherein  such 
person  resides  or  has  his  principal  place  of  business,  or  in  the 
United  States  Court  of  Appeals  for  the  District  of  Columbia  Circuit, 
within  60  days  after  entry  of  such  order,  a  petition  praying  that 
the  order  be  set  aside  in  whole  or  in  part. 

(2)  In  the  case  of  a  petition  with  respect  to  an  order  under  sub- 
section (d)(5)  or  (e),  a  copy  of  the  petition  shall  be  forthwith  trans- 
mitted by  the  clerk  of  the  court  to  the  Secretary,  or  any  officer  des- 
ignated by  him  for  that  purpose,  and  thereupon  the  Secretary  shall 
file  in  the  court  the  record  of  the  proceedings  on  which  he  based 
his  order,  as  provided  in  section  2112  of  title  28,  United  States 
Code.  Upon  the  filing  of  such  petition,  the  court  shall  have  exclu- 
sive jurisdiction  to  affirm  or  set  aside  the  order  complained  of  in 
whole  or  in  part.  The  findings  of  the  Secretary  with  respect  to 
questions  of  fact  shall  be  sustained  if  supported  by  substantial  evi- 
dence when  considered  on  the  record  as  a  whole,  including  any 
report  and  recommendation  of  an  advisory  committee. 

(3)  In  the  case  of  a  petition  with  respect  to  an  order  under  sub- 
section (1),  a  copy  of  the  petition  shall  be  forthwith  transmitted  by 
the  clerk  of  the  court  to  the  Secretary  of  Agriculture,  or  any  officer 
designated  by  him  for  that  purpose,  and  thereupon  the  Secretary 
shall  file  in  the  court  the  record  of  the  proceedings  on  which  he 
based  his  order,  as  provided  in  section  2112  of  title  28,  United 
States  Code.  Upon  the  filing  of  such  petition,  the  court  shall  have 
exclusive  jurisdiction  to  affirm  or  set  aside  the  order  complained  of 
in  whole  or  in  part.  The  findings  of  the  Secretary  with  respect  to 
questions  of  fact  shall  be  sustained  if  supported  by  substantial  evi- 
dence when  considered  on  the  record  as  a  whole. 

(4)  If  application  is  made  to  the  court  for  leave  to  adduce  addi- 
tional evidence,  the  court  may  order  such  additional  evidence  to  be 
taken  before  the  Secretary  of  Health,  Education,  and  Welfare  or 
the  Secretary  of  Agriculture,  as  the  case  may  be,  and  to  be  adduced 
upon  the  hearing  in  such  manner  and  upon  such  terms  and  condi- 
tions as  to  the  court  may  seem  proper,  if  such  evidence  is  material 
and  there  were  reasonable  grounds  for  failure  to  adduce  such  evi- 
dence in  the  proceedings  below.  The  Secretary  of  Health,  Educa- 
tion, and  Welfare  or  the  Secretary  of  Agriculture,  as  the  case  may 
be,  may  modify  his  findings  as  to  the  facts  and  order  by  reason  of 
the  additional  evidence  so  taken,  and  shall  file  with  the  court  such 
modified  findings  and  order. 

(5)  The  judgment  of  the  court  affirming  or  setting  aside,  in  whole 
or  in  part,  any  order  under  this  section  shall  be  final,  subject  to 
review  by  the  Supreme  Court  of  the  United  States  upon  certiorari 
or  certification  as  provided  in  section  1254  of  title  28  of  the  United 
States  Code.  The  commencement  of  proceedings  under  this  section 
shall  not,  unless  specifically  ordered  by  the  court  to  the  contrary, 
operate  as  a  stay  of  an  order. 

(j)  The  Secretary  may,  upon  the  request  of  any  person  who  has 
obtained  an  experimental  permit  for  a  pesticide  chemical  under  the 
Federal  Insecticide,  Fungicide,  and  Rodenticide  Act  or  upon  his 
own  initiative,  establish  a  temporary  tolerance  for  the  pesticide 
chemical  for  the  uses  covered  by  the  permit  whenever  in  his  judg- 
ment such  action  is  deemed  necessary  to  protect  the  public  health, 
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or  may  temporarily  exempt  such  pesticide  chemical  from  a  toler- 
ance. In  establishing  such  a  tolerance,  the  Secretary  shall  give  due 
regard  to  the  necessity  for  experimental  work  in  developing  an 
adequate,  wholesome,  and  economical  food  supply  and  to  the  limit- 
ed hazard  to  the  public  health  involved  in  such  work  when  con- 
ducted in  accordance  with  applicable  regulations  under  the  Federal 
Insecticide,  Fungicide,  and  Rodenticide  Act. 

(k)  Regulations  affecting  pesticide  chemicals  in  or  on  raw  agricul- 
tural commodities  which  are  promulgated  under  the  authority  of 
section  406(a)  upon  the  basis  of  public  hearings  instituted  before 
January  1,  1953,  in  accordance  with  section  701(e),  shall  be  deemed 
to  be  regulations  under  this  section  and  shall  be  subject  to  amend- 
ment or  repeal  as  provided  in  subsection  (m). 

(1)  The  Secretary  of  Agriculture,  upon  request  of  any  person  who 
has  registered,  or  who  has  submitted  an  application  for  the  regis- 
tration of,  a  pesticide  under  the  Federal  Insecticide,  Fungicide,  and 
Rodenticide  Act,  and  whose  request  is  accompanied  by  a  copy  of  a 
petition  filed  by  such  person  under  subsection  (d)(1)  with  respect  to 
a  pesticide  chemical  which  constitutes,  or  is  an  ingredient  of,  such 
[a  pesticide],  shall,  within  thirty  days  or  within  sixty  days  if  upon 
notice  prior  to  the  termination  of  such  thirty  days  the  Secretary 
deems  it  necessary  to  postpone  action  for  such  period,  on  the  basis 
of  data  before  him,  either — 

(1)  certify  to  the  Secretary  of  Health,  Education,  and  Welfare 
that  such  pesticide  chemical  is  useful  for  the  purpose  for  which 
a  tolerance  or  exemption  is  sought;  or 

(2)  notify  the  person  requesting  the  certification  of  his  pro- 
posal to  certify  that  the  pesticide  chemical  does  not  appear  to 
be  useful  for  the  purpose  for  which  a  tolerance  or  exemption  is 
sought,  or  appears  to  be  useful  for  only  some  of  the  purposes 
for  which  a  tolerance  or  exemption  is  sought. 

In  the  event  that  the  Secretary  of  Agriculture  takes  the  action  de- 
scribed in  clause  (2)  of  the  preceding  sentence,  the  person  request- 
ing the  certification,  within  one  week  after  receiving  the  proposed 
certification,  may  either  (A)  request  the  Secretary  of  Agriculture  to 
certify  to  the  Secretary  of  Health,  Education,  and  Welfare  on  the 
basis  of  the  proposed  certification;  (B)  request  a  hearing  on  the  pro- 
posed certification  or  the  parts  thereof  objected  to;  or  (C)  request 
both  such  certification  and  such  hearing.  If  no  such  action  is  taken, 
the  Secretary  may  by  order  make  the  certification  as  proposed.  In 
the  event  that  the  action  described  in  clause  (A)  or  (C)  taken,  the 
Secretary  shall  by  order  make  the  certification  as  proposed  with  re- 
spect to  such  parts  thereof  as  are  requested.  In  the  event  a  hearing 
is  requested,  the  Secretary  of  Agriculture  shall  provide  opportunity 
for  a  prompt  hearing.  The  certification  of  the  Secretary  of  Agricul- 
ture as  the  result  of  such  hearing  shall  be  made  by  order  and  shall 
be  based  only  on  substantial  evidence  of  record  at  the  hearing  and 
shall  set  forth  detailed  findings  of  fact.  In  no  event  shall  the  time 
elapsing  between  the  making  of  a  request  for  a  certification  under 
this  subsection  and  final  certification  by  the  Secretary  of  Agricul- 
ture exceed  one  hundred  and  sixty  days.  The  Secretary  shall 
submit  to  the  Secretary  of  Health,  Education,  and  Welfare  with 
any  certification  of  usefulness  under  this  subsection  an  opinion, 
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based  on  the  data  before  him,  whether  the  tolerance  or  exemption 
proposed  by  the  petitioner  reasonably  reflects  the  amount  of  resi- 
due likely  to  result  when  the  pesticide  chemical  is  used  in  the 
manner  proposed  for  the  purpose  for  which  the  certification  is 
made.  The  Secretary  of  Agriculture,  after  due  notice  and  opportu- 
nity for  public  hearing,  is  authorized  to  promulgate  rules  and  regu- 
lations for  carrying  out  the  provisions  of  this  subsection. 

(m)  The  Secretary  of  Health,  Education,  and  Welfare  shall  pre- 
scribe by  regulations  the  procedure  by  which  regulations  under 
this  section  may  be  amended  or  repealed,  and  such  procedure  shall 
conform  to  the  procedure  provided  in  this  section  for  the  promulga- 
tion of  regulations  establishing  tolerances,  including  the  appoint- 
ment of  advisory  committees  and  the  procedure  for  referring  peti- 
tions to  such  committees. 

(n)  The  provisions  of  section  303(c)  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  with  respect  to  the  furnishing  of  guaranties  shall  be 
applicable  to  raw  agricultural  commodities  covered  by  this  section. 

(o)  The  Secretary  of  Health,  Education,  and  Welfare  shall  by  reg- 
ulation require  the  payment  of  such  fees  as  will  in  the  aggregate, 
in  the  judgment  of  the  Secretary,  be  sufficient  over  a  reasonable 
term  to  provide,  equip,  and  maintain  an  adequate  service  for  the 
performance  of  the  Secretary's  functions  under  this  section.  Under 
such  regulations,  the  performance  of  the  Secretary's  services  or 
other  functions  pursuant  to  this  section,  including  any  one  or  more 
of  the  following,  may  be  conditioned  upon  the  payment  of  such 
fees:  (1)  the  acceptance  of  filing  of  a  petition  submitted  under  sub- 
section (d);  (2)  the  promulgation  of  a  regulation  establishing  a  toler- 
ance, or  an  exemption  from  the  necessity  of  a  tolerance,  under  this 
section,  or  the  amendment  or  repeal  of  such  a  regulation;  (3)  the 
referral  of  a  petition  or  proposal  under  this  section  to  an  advisory 
committee;  (4)  the  acceptance  for  filing  of  objections  under  subsec- 
tion (d)(5);  or  (5)  the  certification  and  filing  in  court  of  a  transcript 
of  the  proceedings  and  the  record  under  subsection  (i)(2).  Such  reg- 
ulations may  further  provide  for  waiver  or  refund  of  fees  in  whole 
or  in  part  when  in  the  judgment  of  the  Secretary  such  waiver  or 
refund  is  equitable  and  not  contrary  to  the  purposes  of  this  subsec- 
tion. 

FOOD  ADDITIVES 

Unsafe  Food  Additives 

Sec.  409.  [348]  (a)  A  food  additive  shall,  with  respect  to  any  par- 
ticular use  or  intended  use  of  such  additives,  be  deemed  to  be 
unsafe  for  the  purposes  of  the  application  of  clause  (2)(C)  of  section 
402(a),  unless — 

(1)  it  and  its  use  or  intended  use  conform  to  the  terms  of  an 
exemption  which  is  in  effect  pursuant  to  subsection  (i)  of  this 
section;  or 

(2)  there  is  in  effect,  and  it  and  its  use  or  intended  use  are  in 
conformity  with,  a  regulation  issued  under  this  section  pre- 
scribing the  conditions  under  which  such  additive  may  be 
safely  used. 
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While  such  a  regulation  relating  to  a  food  additive  is  in  effect,  a 
food  shall  not,  by  reason  of  bearing  or  containing  such  an  additive 
in  accordance  with  the  regulation,  be  considered  adulterated 
within  the  meaning  of  clause  (1)  of  section  402(a). 

Petition  To  Establish  Safety 

(b)  (1)  Any  person  may,  with  respect  to  any  intended  use  of  a  food 
additive,  file  with  the  Secretary  a  petition  proposing  the  issuance 
of  a  regulation  prescribing  the  conditions  under  which  such  addi- 
tive may  be  safely  used. 

(2)  Such  petition  shall,  in  addition  to  any  explanatory  or  support- 
ing data,  contain — 

(A)  the  name  and  all  pertinent  information  concerning  such 
food  additive,  including,  where  available,  its  chemical  identity 
and  composition; 

(B)  a  statement  of  the  conditions  of  the  proposed  use  of  such 
additive,  including  all  directions,  recommendations,  and  sug- 
gestions proposed  for  the  use  of  such  additive,  and  including 
specimens  of  its  proposed  labeling; 

(C)  all  relevant  data  bearing  on  the  physical  or  other  techni- 
cal effect  such  additive  is  intended  to  produce,  and  the  quanti- 
ty of  such  additive  required  to  produce  such  effect; 

(D)  a  description  of  practicable  methods  for  determining  the 
quantity  of  such  additive  in  or  on  food,  and  any  substance 
formed  in  or  on  food,  because  of  its  use;  and 

(E)  full  reports  of  investigations  made  with  respect  to  the 
safety  for  use  of  such  additive,  including  full  information  as  to 
the  methods  and  controls  used  in  conducting  such  investiga- 
tions. 

(3)  Upon  request  of  the  Secretary,  the  petitioner  shall  furnish  (or, 
if  the  petitioner  is  not  the  manufacturer  of  such  additive,  the  peti- 
tioner shall  have  the  manufacturer  of  such  additive  furnish,  with- 
out disclosure  to  the  petitioner),  a  full  description  of  the  methods 
used  in,  and  the  facilities  and  controls  used  for,  the  production  of 
such  additive. 

(4)  Upon  request  of  the  Secretary,  the  petitioner  shall  furnish 
samples  of  the  food  additive  involved,  or  articles  used  as  compo- 
nents thereof,  and  of  the  food  in  or  on  which  the  additive  is  pro- 
posed to  be  used. 

(5)  Notice  of  the  regulation  proposed  by  the  petitioner  shall  be 
published  in  general  terms  by  the  Secretary  within  thirty  days 
after  filing. 

Action  on  the  Petition 

(c)  (1)  The  Secretary  shall— 

(A)  by  order  establish  a  regulation  (whether  or  not  in  accord 
with  that  proposed  by  the  petitioner)  prescribing,  with  respect 
to  one  or  more  proposed  uses  of  the  food  additive  involved,  the 
conditions  under  which  such  additive  may  be  safely  used  (in- 
cluding, but  not  limited  to,  specifications  as  to  the  particular 
food  or  classes  of  food  in  or  on  which  such  additive  may  be 
used,  the  maximum  quantity  which  may  be  used  or  permitted 
to  remain  in  or  on  such  food,  the  manner  in  which  such  addi- 
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tive  may  be  added  to  or  used  in  or  on  such  food,  and  any  direc- 
tions or  other  labeling  or  packaging  requirements  for  such  ad- 
ditive deemed  necessary  by  him  to  assure  the  safety  of  such 
use),  and  shall  notify  the  petitioner  of  such  order  and  the  rea- 
sons for  such  action;  or 

(B)  by  order  deny  the  petition,  and  shall  notify  the  petitioner 
of  such  order  and  of  the  reasons  for  such  action. 

(2)  The  order  required  by  paragraph  (1)  (A)  or  (B)  of  this  subsec- 
tion shall  be  issued  within  ninety  days  after  the  date  of  filing  of 
the  petition,  except  that  the  Secretary  may  (prior  to  such  ninetieth 
day),  by  written  notice  to  the  petitioner,  extend  such  ninety-day 
period  to  such  time  (not  more  than  one  hundred  and  eighty  days 
after  the  date  of  filing  of  the  petition)  as  the  Secretary  deems  nec- 
essary to  enable  him  to  study  and  investigate  the  petition. 

(3)  No  such  regulation  shall  issue  if  a  fair  evaluation  of  the  data 
before  the  Secretary — 

(A)  fails  to  establish  that  the  proposed  use  of  the  food  addi- 
tive, under  the  conditions  of  use  to  be  specified  in  the  regula- 
tion, will  be  safe:  Provided,  That  no  additive  shall  be  deemed 
to  be  safe  if  it  is  found  to  induce  cancer  when  ingested  by  man 
or  animal,  or  if  it  is  found,  after  tests  which  are  appropriate 
for  the  evaluation  of  the  safety  of  food  additives,  to  induce 
cancer  in  man  or  animal,  except  that  this  proviso  shall  not 
apply  with  respect  to  the  use  of  a  substance  as  an  ingredient  of 
feed  for  animals  which  are  raised  for  food  production,  if  the 
Secretary  finds  (i)  that,  under  the  conditions  of  use  and  feeding 
specified  in  proposed  labeling  and  reasonably  certain  to  be  fol- 
lowed in  practice,  such  additive  will  not  adversely  affect  the 
animals  for  which  such  feed  is  intended,  and  (ii)  that  no  resi- 
due of  the  additive  will  be  found  (by  methods  of  examination 
prescribed  or  approved  by  the  Secretary  by  regulations,  which 
regulations  shall  not  be  subject  to  subsections  (f)  and  (g))  in 
any  edible  portion  of  such  animal  after  slaughter  or  in  any 
food  yielded  by  or  derived  from  the  living  animal;  or 

(B)  shows  that  the  proposed  use  of  the  additive  would  pro- 
mote deception  of  the  consumer  in  violation  of  this  Act  or 
would  otherwise  result  in  adulteration  or  in  misbranding  of 
food  within  the  meaning  of  this  Act. 

(4)  If,  in  the  judgment  of  the  Secretary,  based  upon  a  fair  evalua- 
tion of  the  data  before  him,  a  tolerance  limitation  is  required  in 
order  to  assure  that  the  proposed  use  of  an  additive  will  be  safe, 
the  Secretary — 

(A)  shall  not  fix  such  tolerance  limitation  at  a  level  higher 
than  he  finds  to  be  reasonably  required  to  accomplish  the 
physical  or  other  technical  effect  for  which  such  additive  is  in- 
tended; and 

(B)  shall  not  establish  a  regulation  for  such  proposed  use  if 
he  finds  upon  a  fair  evaluation  of  the  data  before  him  that 
such  data  do  not  establish  that  such  use  would  accomplish  the 
intended  physical  or  other  technical  effect. 

(5)  In  determining,  for  the  purposes  of  this  section,  whether  a 
proposed  use  of  a  food  additive  is  safe,  the  Secretary  shall  consider 
among  other  relevant  factors — 
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(A)  the  probable  consumption  of  the  additive  and  of  any  sub- 
stance formed  in  or  on  food  because  of  the  use  of  the  additive; 

(B)  the  cumulative  effect  of  such  additive  in  the  diet  of  man 
or  animals,  taking  into  account  any  chemically  or  pharmaco- 
logically related  substance  or  substances  in  such  diet;  and 

(C)  safety  factors  which  in  the  opinion  of  experts  qualified  by 
scientific  training  and  experience  to  evaluate  the  safety  of  food 
additives  are  generally  recognized  as  appropriate  for  the  use  of 
animal  experimentation  data. 

Regulation  Issued  on  Secretary's  Initiative 

(d)  The  Secretary  may  at  any  time,  upon  his  own  initiative,  pro- 
pose the  issuance  of  a  regulation  prescribing,  with  respect  to  any 
particular  use  of  a  food  additive,  the  conditions  under  which  such 
additive  may  be  safely  used,  and  the  reasons  therefor.  After  the 
thirtieth  day  following  publication  of  such  a  proposal,  the  Secre- 
tary may  by  order  establish  a  regulation  based  upon  the  proposal. 

Publication  and  Effective  Date  of  Orders 

(e)  Any  order,  including  any  regulation  established  by  such 
order,  issued  under  subsection  (c)  or  (d)  of  this  section,  shall  be  pub- 
lished and  shall  be  effective  upon  publication,  but  the  Secretary 
may  stay  such  effectiveness  if,  after  issuance  of  such  order,  a  hear- 
ing is  sought  with  respect  to  such  order  pursuant  to  subsection  (f). 

Objections  and  Public  Hearing 

(f)  (1)  Within  thirty  days  after  publication  of  an  order  made  pur- 
suant to  subsection  (c)  or  (d)  of  this  section,  any  person  adversely 
affected  by  such  an  order  may  file  objections  thereto  with  the  Sec- 
retary, specifying  with  particularity  the  provisions  of  the  order 
deemed  objectionable,  stating  reasonable  grounds  therefor,  and  re- 
questing a  public  hearing  upon  such  objections.  The  Secretary 
shall,  after  due  notice,  as  promptly  as  possible  hold  such  public 
hearing  for  the  purpose  of  receiving  evidence  relevant  and  material 
to  the  issues  raised  by  such  objections.  As  soon  as  practicable  after 
completion  of  the  hearing,  the  Secretary  shall  by  order  act  upon 
such  objections  and  make  such  order  public. 

(2)  Such  order  shall  be  based  upon  a  fair  evaluation  of  the  entire 
record  at  such  hearing,  and  shall  include  a  statement  setting  forth 
in  detail  the  findings  and  conclusions  upon  which  the  order  is 
based. 

(3)  The  Secretary  shall  specify  in  the  order  the  date  on  which  it 
shall  take  effect,  except  that  it  shall  not  be  made  to  take  effect 
prior  to  the  ninetieth  day  after  its  publication,  unless  the  Secretary 
finds  that  emergency  conditions  exist  necessitating  an  earlier  effec- 
tive date,  in  which  event  the  Secretary  shall  specify  in  the  order 
his  findings  as  to  such  conditions. 

Judicial  Review 

(g)  (1)  In  a  case  of  actual  controversy  as  to  the  validity  of  any 
order  issued  under  subsection  (f),  including  any  order  thereunder 


45 


FEDERAL  FOOD,  DRUG,  AND  COSMETIC  ACT 


Sec.  409 


with  respect  to  amendment  or  repeal  of  a  regulation  issued  under 
this  section,  any  person  who  will  be  adversely  affected  by  such 
order  may  obtain  judicial  review  by  filing  in  the  United  States 
Court  of  Appeals  for  the  circuit  wherein  such  person  resides  or  has 
his  principal  place  of  business,  or  in  the  United  States  Court  of  Ap- 
peals for  the  District  of  Columbia  Circuit,  within  sixty  days  after 
the  entry  of  such  order,  a  petition  praying  that  the  order  be  set 
aside  in  whole  or  in  part. 

(2)  A  copy  of  such  petition  shall  be  forthwith  transmitted  by  the 
clerk  of  the  court  to  the  Secretary,  or  any  officer  designated  by  him 
for  that  purpose,  and  thereupon  the  Secretary  shall  file  in  the 
court  the  record  of  the  proceedings  on  which  he  based  his  order,  as 
provided  in  section  2112  of  title  28,  United  States  Code.  Upon  the 
filing  of  such  petition  the  court  shall  have  jurisdiction,  which  upon 
the  filing  of  the  record  with  it  shall  be  exclusive,  to  affirm  or  set 
aside  the  order  complained  of  in  whole  or  in  part.  Until  the  filing 
of  the  record  the  Secretary  may  modify  or  set  aside  his  order.  The 
findings  of  the  Secretary  with  respect  to  questions  of  fact  shall  be 
sustained  if  based  upon  a  fair  evaluation  of  the  entire  record  at 
such  hearing. 

(3)  The  court,  on  such  judicial  review,  shall  not  sustain  the  order 
of  the  Secretary  if  he  failed  to  comply  with  any  requirement  im- 
posed on  him  by  subsection  (f)(2)  of  this  section. 

(4)  If  application  is  made  to  the  court  for  leave  to  adduce  addi- 
tional evidence,  the  court  may  order  such  additional  evidence  to  be 
taken  before  the  Secretary  and  to  be  adduced  upon  the  hearing  in 
such  manner  and  upon  such  terms  and  conditions  as  to  the  court 
may  seem  proper,  if  such  evidence  is  material  and  there  were  rea- 
sonable grounds  for  failure  to  adduce  such  evidence  in  the  proceed- 
ings below.  The  Secretary  may  modify  his  findings  as  to  the  facts 
and  order  by  reason  of  the  additional  evidence  so  taken,  and  shall 
file  with  the  court  such  modified  findings  and  order. 

(5)  The  judgment  of  the  court  affirming  or  setting  aside,  in  whole 
or  in  part,  any  order  under  this  section  shall  be  final,  subject  to 
review  by  the  Supreme  Court  of  the  United  States  upon  certiorari 
or  certification  as  provided  in  section  1254  of  title  28  of  the  United 
States  Code.  The  commencement  of  proceedings  under  this  section 
shall  not,  unless  specifically  ordered  by  the  court  to  the  contrary, 
operate  as  a  stay  of  an  order. 

Amendment  or  Repeal  of  Regulations 

(h)  The  Secretary  shall  by  regulation  prescribe  the  procedure  by 
which  regulations  under  the  foregoing  provisions  of  this  section 
may  be  amended  or  repealed,  and  such  procedure  shall  conform  to 
the  procedure  provided  in  this  section  for  the  promulgation  of  such 
regulations. 

Exemptions  for  Investigational  Use 

(i)  Without  regard  to  subsections  (b)  to  (h),  inclusive,  of  this  sec- 
tion, the  Secretary  shall  by  regulation  provide  for  exempting  from 
the  requirements  of  this  section  any  food  additive,  and  any  food 
bearing  or  containing  such  additive,  intended  solely  for  investiga- 
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tional  use  by  qualified  experts  when  in  his  opinion  such  exemption 
is  consistent  with  the  public  health. 

BOTTLED  DRINKING  WATER  STANDARDS 

Sec.  410.  [349]  Whenever  the  Administrator  of  the  Environ- 
mental Protection  Agency  prescribes  interim  or  revised  national 
primary  drinking  water  regulations  under  section  1412  of  the 
Public  Health  Service  Act,  the  Secretary  shall  consult  with  the  Ad- 
ministrator and  within  180  days  after  the  promulgation  of  such 
drinking  water  regulations  either  promulgate  amendments  to  regu- 
lations under  this  chapter  applicable  to  bottled  drinking  water  or 
publish  in  the  Federal  Register  his  reasons  for  not  making  such 
amendments. 

VITAMINS  AND  MINERALS 

Sec.  411.  [350]  (a)(1)  Except  as  provided  in  paragraph  (2) — 

(A)  the  Secretary  may  not  establish,  under  section  201(n), 
401,  or  403,  maximum  limits  on  the  potency  of  any  synthetic  or 
natural  vitamin  or  mineral  within  a  food  to  which  this  section 
applies; 

(B)  the  Secretary  may  not  classify  any  natural  or  synthetic 
vitamin  or  mineral  (or  combination  thereof)  as  a  drug  solely 
because  it  exceeds  the  level  of  potency  which  the  Secretary  de- 
termines is  nutritionally  rational  or  useful; 

(C)  the  Secretary  may  not  limit,  under  section  201(n),  401,  or 
403,  the  combination  or  number  of  any  synthetic  or  natural — 

(i)  vitamin, 

(ii)  mineral,  or 

(iii)  other  ingredient  of  food, 
within  a  food  to  which  this  section  applies. 

(2)  Paragraph  (1)  shall  not  apply  in  the  case  of  a  vitamin,  miner- 
al, other  ingredient  of  food,  or  food,  which  is  represented  for  use  by 
individuals  in  the  treatment  or  management  of  specific  diseases  or 
disorders,  by  children,  or  by  pregnant  or  lactating  women.  For  pur- 
poses of  this  subparagraph,  the  term  '  'children' '  means  individuals 
who  are  under  the  age  of  twelve  years. 

(b)(1)  A  food  to  which  this  section  applies  shall  not  be  deemed 
under  section  403  to  be  misbranded  solely  because  its  label  bears, 
in  accordance  with  section  403(i)(2),  all  the  ingredients  in  the  food 
or  its  advertising  contains  references  to  ingredients  in  the  food 
which  are  not  vitamins  or  minerals. 

(2)(A)  The  labeling  for  any  food  to  which  this  section  applies  may 
not  list  its  ingredients  which  are  not  vitamins  or  minerals  (i) 
except  as  a  part  of  a  list  of  all  the  ingredients  of  such  food,  and  (ii) 
unless  such  ingredients  are  listed  in  accordance  with  applicable 
regulations  under  section  403.  To  the  extent  that  compliance  with 
clause  (i)  of  this  subparagraph  is  impracticable  or  results  in  decep- 
tion or  unfair  competition,  exemptions  shall  be  established  by  regu- 
lations promulgated  by  the  Secretary. 

(B)  Notwithstanding  the  provisions  of  subparagraph  (A),  the  la- 
beling and  advertising  for  any  food  to  which  this  section  applies 
may  not  give  prominence  to  or  emphasize  ingredients  which  are 
not — 
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(i)  vitamins, 

(ii)  minerals,  or 

(iii)  represented  as  a  source  of  vitamins  or  minerals. 

(c)(1)  For  purposes  of  this  section,  the  term  "food  to  which  this 
section  applies"  means  a  food  for  humans  which  is  a  food  for  spe- 
cial dietary  use — 

(A)  which  is  or  contains  any  natural  or  synthetic  vitamin  or 
mineral,  and 

(B)  which— 

(i)  is  intended  for  ingestion  in  tablet,  capsule,  or  liquid 
form,  or 

(ii)  if  not  intended  for  ingestion  in  such  a  form,  does  not 
simulate  and  is  not  represented  as  conventional  food  and 
is  not  represented  for  use  as  a  sole  item  of  a  meal  or  of  the 
diet. 

(2)  For  purposes  of  paragraph  (l)(B)(i),  a  food  shall  be  considered 
as  intended  for  ingestion  in  liquid  form  only  if  it  is  formulated  in  a 
fluid  carrier  and  it  is  intended  for  ingestion  in  daily  quantities 
measured  in  drops  or  similar  small  units  of  measure. 

(3)  For  purposes  of  paragraph  (1)  and  of  section  403  (j)  insofar  as 
that  section  is  applicable  to  food  to  which  this  section  applies,  the 
term  "special  dietary  use"  as  applied  to  food  used  by  man  means  a 
particular  use  for  which  a  food  purports  or  is  represented  to  be 
used,  including  but  not  limited  to  the  following: 

(A)  Supplying  a  special  dietary  need  that  exists  by  reason  of 
a  physical,  physiological,  pathological,  or  other  condition,  in- 
cluding but  not  limited  to  the  condition  of  disease,  convales- 
cence, pregnancy,  lactation,  infancy,  allergic  hypersensitivity 
to  food,  underweight,  overweight,  or  the  need  to  control  the 
intake  of  sodium. 

(B)  Supplying  a  vitamin,  mineral,  or  other  ingredient  for  use 
by  man  to  supplement  his  diet  by  increasing  the  total  dietary 
intake. 

(C)  Supplying  a  special  dietary  need  by  reason  of  being  a 
food  for  use  as  the  sole  item  of  the  diet. 

REQUIREMENTS  FOR  INFANT  FORMULAS 

Sec.  412.  [350a]  (a)  An  infant  formula,  including  an  infant  for- 
mula powder,  shall  be  deemed  to  be  adulterated  if — 

(1)  such  infant  formula  does  not  provide  nutrients  as  re- 
quired by  subsection  (i), 

(2)  such  infant  formula  does  not  meet  the  quality  factor  re- 
quirements prescribed  by  the  Secretary  under  subsection  (b)(1), 
or 

(3)  the  processing  of  such  infant  formula  is  not  in  compliance 
with  the  good  manufacturing  practices  and  the  quality  control 
procedures  prescribed  by  the  Secretary  under  subsection  (b)(2). 

(b)(1)  The  Secretary  shall  by  regulation  establish  requirements 
for  quality  factors  for  infant  formulas  to  the  extent  possible  con- 
sistent with  current  scientific  knowledge,  including  quality  factor 
requirements  for  the  nutrients  required  by  subsection  (i). 

(2)(A)  The  Secretary  shall  by  regulation  establish  good  manufac- 
turing practices  for  infant  formulas,  including  quality  control  pro- 
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cedures  that  the  Secretary  determines  are  necessary  to  assure  that 
an  infant  formula  provides  nutrients  in  accordance  with  this  sub- 
section and  subsection  (i)  and  is  manufactured  in  a  manner  de- 
signed to  prevent  adulteration  of  the  infant  formula. 

(B)  The  good  manufacturing  practices  and  quality  control  proce- 
dures prescribed  by  the  Secretary  under  subparagraph  (A)  shall  in- 
clude requirements  for — 

(i)  the  testing,  in  accordance  with  paragraph  (3)  and  by  the 
manufacturer  of  an  infant  formula  or  an  agent  of  such  manu- 
facturer, of  each  batch  of  infant  formula  for  each  nutrient  re- 
quired by  subsection  (i)  before  the  distribution  of  such  batch, 

(ii)  regularly  scheduled  testing,  by  the  manufacturer  of  an 
infant  formula  or  an  agent  of  such  manufacturer,  of  samples  of 
infant  formulas  during  the  shelf  life  of  such  formulas  to  ensure 
that  such  formulas  are  in  compliance  with  this  section, 

(iii)  in-process  controls  including,  where  necessary,  testing  re- 
quired by  good  manufacturing  practices  designed  to  prevent 
adulteration  of  each  batch  of  infant  formula,  and 

(iv)  the  conduct  by  the  manufacturer  of  an  infant  formula  or 
an  agent  of  such  manufacturer  of  regularly  scheduled  audits  to 
determine  that  such  manufacturer  has  complied  with  the  regu- 
lations prescribed  under  subparagraph  (A). 

In  prescribing  requirements  for  audits  under  clause  (iv),  the  Secre- 
tary shall  provide  that  such  audits  be  conducted  by  appropriately 
trained  individuals  who  do  not  have  any  direct  responsibility  for 
the  manufacture  or  production  of  infant  formula. 

(3)(A)  At  the  final  product  stage,  each  batch  of  infant  formula 
shall  be  tested  for  vitamin  A,  vitamin  Bl,  vitamin  C,  and  vitamin  E 
to  ensure  that  such  infant  formula  is  in  compliance  with  the  re- 
quirements of  this  subsection  and  subsection  (i)  relating  to  such  vi- 
tamins. 

(B)  Each  nutrient  premix  used  in  the  manufacture  of  an  infant 
formula  shall  be  tested  for  each  relied  upon  nutrient  required  by 
subsection  (i)  which  is  contained  in  such  premix  to  ensure  that 
such  premix  is  in  compliance  with  its  specifications  or  certifica- 
tions by  a  premix  supplier. 

(C)  During  the  manufacturing  process  or  at  the  final  product 
stage  and  before  distribution  of  an  infant  formula,  an  infant  formu- 
la shall  be  tested  for  all  nutrients  required  to  be  included  in  such 
formula  by  subsection  (i)  for  which  testing  has  not  been  conducted 
pursuant  to  subparagraph  (A)  or  (B).  Testing  under  this  subpara- 
graph shall  be  conducted  to — 

(i)  ensure  that  each  batch  of  such  infant  formula  is  in  com- 
pliance with  the  requirements  of  subsection  (i)  relating  to  such 
nutrients,  and 

(ii)  confirm  that  nutrients  contained  in  any  nutrient  premix 
used  in  such  infant  formula  are  present  in  each  batch  of  such 
infant  formula  in  the  proper  concentration. 

(D)  If  the  Secretary  adds  a  nutrient  to  the  list  of  nutrients  in  the 
table  in  subsection  (i),  the  Secretary  shall  by  regulation  require 
that  the  manufacturer  of  an  infant  formula  test  each  batch  of  such 
formula  for  such  new  nutrient  in  accordance  with  subparagraph 
(A),  (B),  or  (C). 
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(E)  For  purposes  of  this  paragraph,  the  term  *  'final  product 
stage"  means  the  point  in  the  manufacturing  process,  before  distri- 
bution of  an  infant  formula,  at  which  an  infant  formula  is  homoge- 
nous and  is  not  subject  to  further  degradation. 

(4)(A)  The  Secretary  shall  by  regulation  establish  requirements 
respecting  the  retention  of  records.  Such  requirements  shall  pro- 
vide for — 

(i)  the  retention  of  all  records  necessary  to  demonstrate  com- 
pliance with  the  good  manufacturing  practices  and  quality  con- 
trol procedures  prescribed  by  the  Secretary  under  paragraph 
(2),  including  records  containing  the  results  of  all  testing  re- 
quired under  paragraph  (2)(B), 

(ii)  the  retention  of  all  certifications  or  guarantees  of  analy- 
sis by  premix  suppliers, 

(iii)  the  retention  by  a  premix  supplier  of  all  records  neces- 
sary to  confirm  the  accuracy  of  all  premix  certifications  and 
guarantees  of  analysis, 

(iv)  the  retention  of— 

(I)  all  records  pertaining  to  the  microbiological  quality 
and  purity  of  raw  materials  used  in  infant  formula  powder 
and  in  finished  infant  formula,  and 

(II)  all  records  pertaining  to  food  packaging  materials 
which  show  that  such  materials  do  not  cause  an  infant  for- 
mula to  be  adulterated  within  the  meaning  of  section 
402(a)(2)(C), 

(v)  the  retention  of  all  records  of  the  results  of  regularly 
scheduled  audits  conducted  pursuant  to  the  requirements  pre- 
scribed by  the  Secretary  under  paragraph  (2)(B)(iv),  and 

(vi)  the  retention  of  all  complaints  and  the  maintenance  of 
files  with  respect  to,  and  the  review  of,  complaints  concerning 
infant  formulas  which  may  reveal  the  possible  existence  of  a 
hazard  to  health. 

(B)(i)  Records  required  under  subparagraph  (A)  with  respect  to  an 
infant  formula  shall  be  retained  for  at  least  one  year  after  the  ex- 
piration of  the  shelf  life  of  such  infant  formula.  Except  as  provided 
in  clause  (ii),  such  records  shall  be  made  available  to  the  Secretary 
for  review  and  duplication  upon  request  of  the  Secretary. 

(ii)  A  manufacturer  need  only  provide  written  assurances  to  the 
Secretary  that  the  regularly  scheduled  audits  required  by  para- 
graph (2)(B)(iv)  are  being  conducted  by  the  manufacturer,  and  need 
not  make  available  to  the  Secretary  the  actual  written  reports  of 
such  audits. 

(c)(1)  No  person  shall  introduce  or  deliver  for  introduction  into 
interstate  commerce  any  new  infant  formula  unless — 

(A)  such  person  has,  before  introducing  such  new  infant  for- 
mula, or  delivering  such  new  infant  formula  for  introduction, 
into  interstate  commerce,  registered  with  the  Secretary  the 
name  of  such  person,  the  place  of  business  of  such  person,  and 
all  establishments  at  which  such  person  intends  to  manufac- 
ture such  new  infant  formula,  and 

(B)  such  person  has  at  least  90  days  before  marketing  such 
new  infant  formula,  made  the  submission  to  the  Secretary  re- 
quired by  subsection  (c)(1). 
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(2)  For  purposes  of  paragraph  (1),  the  term  "new  infant  formula" 
includes — 

(A)  an  infant  formula  manufactured  by  a  person  which  has 
not  previously  manufactured  an  infant  formula,  and 

(B)  an  infant  formula  manufactured  by  a  person  which  has 
previously  manufactured  infant  formula  and  in  which  there  is 
a  major  change,  in  processing  or  formulation,  from  a  current 
or  any  previous  formulation  produced  by  such  manufacturer. 

For  purposes  of  this  paragraph,  the  term  "major  change"  has  the 
meaning  given  to  such  term  in  section  106.30(c)(2)  of  title  21,  Code 
of  Federal  Regulations  (as  in  effect  on  August  1,  1986),  and  guide- 
lines issued  thereunder. 

(d)  (1)  A  person  shall,  with  respect  to  any  infant  formula  subject 
to  subsection  (c),  make  a  submission  to  the  Secretary  which  shall 
include — 

(A)  the  quantitative  formulation  of  the  infant  formula, 

(B)  a  description  of  any  reformulation  of  the  formula  or 
change  in  processing  of  the  infant  formula, 

(C)  assurances  that  the  infant  formula  will  not  be  marketed 
unless  it  meets  the  requirements  of  subsections  (b)(1)  and  (i),  as 
demonstrated  by  the  testing  required  under  subsection  (b)(3), 
and 

(D)  assurances  that  the  processing  of  the  infant  formula  com- 
plies with  subsection  (b)(2). 

(2)  After  the  first  production  of  an  infant  formula  subject  to  sub- 
section (c),  and  before  the  introduction  into  interstate  commerce  of 
such  formula,  the  manufacturer  of  such  formula  shall  submit  to 
the  Secretary,  in  such  form  as  may  be  prescribed  by  the  Secretary, 
a  written  verification  which  summarizes  test  results  and  records 
demonstrating  that  such  formula  complies  with  the  requirements 
of  subsections  (b)(1),  (b)(2)(A),  (b)(2)(B)(i),  (b)(2)(B)(iii),  (b)(3)(A), 
(b)(3)(C),  and  (i). 

(3)  If  the  manufacturer  of  an  infant  formula  for  commercial  or 
charitable  distribution  for  human  consumption  determines  that  a 
change  in  the  formulation  of  the  formula  or  a  change  in  the  proc- 
essing of  the  formula  may  affect  whether  the  formula  is  adulterat- 
ed under  subsection  (a),  the  manufacturer  shall,  before  the  first 
processing  of  such  formula,  make  the  submission  to  the  Secretary 
required  by  paragraph  (1). 

(e)  (1)  If  the  manufacturer  of  an  infant  formula  has  knowledge 
which  reasonably  supports  the  conclusion  that  an  infant  formula 
which  has  been  processed  by  the  manufacturer  and  which  has  left 
an  establishment  subject  to  the  control  of  the  manufacturer — 

(A)  may  not  provide  the  nutrients  required  by  subsection  (i), 

or 

(B)  may  be  otherwise  adulterated  or  misbranded, 

the  manufacturer  shall  promptly  notify  the  Secretary  of  such 
knowledge.  If  the  Secretary  determines  that  the  infant  formula 
presents  a  risk  to  human  health,  the  manufacturer  shall  immedi- 
ately take  all  actions  necessary  to  recall  shipments  of  such  infant 
formula  from  all  wholesale  and  retail  establishments,  consistent 
with  recall  regulations  and  guidelines  issued  by  the  Secretary. 
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(2)  For  purposes  of  paragraph  (1),  the  term  ' 'knowledge"  as  ap- 
plied to  a  manufacturer  means  (A)  the  actual  knowledge  that  the 
manufacturer  had,  or  (B)  the  knowledge  which  a  reasonable  person 
would  have  had  under  like  circumstances  or  which  would  have 
been  obtained  upon  the  exercise  of  due  care. 

(f)  (1)  If  a  recall  of  infant  formula  is  begun  by  a  manufacturer,  the 
recall  shall  be  carried  out  in  accordance  with  such  requirements  as 
the  Secretary  shall  prescribe  under  paragraph  (2)  and — 

(A)  the  Secretary  shall,  not  later  than  the  15th  day  after  the 
beginning  of  such  recall  and  at  least  once  every  15  days  there- 
after until  the  recall  is  terminated,  review  the  actions  taken 
under  the  recall  to  determine  whether  the  recall  meets  the  re- 
quirements prescribed  under  paragraph  (2),  and 

(B)  the  manufacturer  shall,  not  later  than  the  14th  day  after 
the  beginning  of  such  recall  and  at  least  once  every  14  days 
thereafter  until  the  recall  is  terminated,  report  to  the  Secre- 
tary the  actions  taken  to  implement  the  recall. 

(2)  The  Secretary  shall  by  regulation  prescribe  the  scope  and 
extent  of  recalls  of  infant  formulas  necessary  and  appropriate  for 
the  degree  of  risks  to  human  health  presented  by  the  formula  sub- 
ject to  the  recall. 

(3)  The  Secretary  shall  by  regulation  require  each  manufacturer 
of  an  infant  formula  who  begins  a  recall  of  such  formula  because  of 
a  risk  to  human  health  to  request  each  retail  establishment  at 
which  such  formula  is  sold  or  available  for  sale  to  post  at  the  point 
of  purchase  of  such  formula  a  notice  of  such  recall  at  such  estab- 
lishment for  such  time  that  the  Secretary  determines  necessary  to 
inform  the  public  of  such  recall. 

(g)  (1)  Each  manufacturer  of  an  infant  formula  shall  make  and 
retain  such  records  respecting  the  distribution  of  the  infant  formu- 
la through  any  establishment  owned  or  operated  by  such  manufac- 
turer as  may  be  necessary  to  effect  and  monitor  recalls  of  the  for- 
mula. Such  records  shall  be  retained  for  at  least  one  year  after  the 
expiration  of  the  shelf  life  of  the  infant  formula. 

(2)  To  the  extent  that  the  Secretary  determines  that  records  are 
not  being  made  or  maintained  in  accordance  with  paragraph  (1), 
the  Secretary  may  by  regulation  prescribe  the  records  required  to 
be  made  under  paragraph  (1)  and  requirements  respecting  the  re- 
tention of  such  records  under  such  paragraph.  Such  regulations 
shall  take  effect  on  such  date  as  the  Secretary  prescribes  but  not 
sooner  than  the  180th  day  after  the  date  such  regulations  are  pro- 
mulgated. Such  regulations  shall  apply  only  with  respect  to  distri- 
butions of  infant  formulas  made  after  such  effective  date. 

(h)  (1)  Any  infant  formula  which  is  represented  and  labeled  for 
use  by  an  infant — 

(A)  who  has  an  inborn  error  of  metabolism  or  a  low  birth 
weight,  or 

(B)  who  otherwise  has  an  unusual  medical  or  dietary  prob- 
lem, 

is  exempt  from  the  requirements  of  subsections  (a),  (b),  and  (c).  The 
manufacturer  of  an  infant  formula  exempt  under  this  paragraph 
shall,  in  the  case  of  the  exempt  formula,  be  required  to  provide  the 
notice  required  by  subsection  (e)(1)  only  with  respect  to  adultera- 
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tion  or  misbranding  described  in  subsection  (c)(1)(B),1  and  to 
comply  with  the  regulations  prescribed  by  the  Secretary  under 
paragraph  (2). 

(2)  The  Secretary  may  by  regulation  establish  terms  and  condi- 
tions for  the  exemption  of  an  infant  formula  from  the  require- 
ments of  subsections  (a),  (b),  and  (c).  An  exemption  of  an  infant  for- 
mula under  paragraph  (1)  may  be  withdrawn  by  the  Secretary  if 
such  formula  is  not  in  compliance  with  applicable  terms  and  condi- 
tions prescribed  under  this  paragraph. 

(1)  (l)  An  infant  formula  shall  contain  nutrients  in  accordance 
with  the  table  set  out  in  this  subsection  or,  if  revised  by  the  Secre- 
tary under  paragraph  (2),  as  so  revised. 

(2)  The  Secretary  may  by  regulation — 

(A)  revise  the  list  of  nutrients  in  the  table  in  this  subsection, 
and 

(B)  revise  the  required  level  for  any  nutrient  required  by  the 
table. 


^.L.  99-570,  sec.  4014(a)(5),  erroneously  struck  out  "(e)(1)(B)"  and  inserted  "(d)(1)(B)",  when 
the  present  law  reads  "(c)(1)(B)."  The  amendment  was  not  executed. 
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Nutrient  Minimum 1  Maximum 1 

Protein  (gm)   1.8  2   4.5. 

Fat: 

gm   3.3   6.0. 

percent  cal   30.0   54.0. 

Essential  fatty  acids  (linoleate): 

percent  cal   2.7  

mg   300.0  

Vitamins: 

A  (IU)   250.0  (75  fxg)3   750.0  (225  u.g). 

D  (IU)   40.0   100.0. 

K(jng)   4.0  

E  (IU)   0.7  (with  0.7  IU/gm  linoleic 

acid). 

C  (ascorbic  acid)  (mg)   8.0  

Bi  (thiamine)  (/xg)   40.0  

B2  (riboflavin)  (jug)   60.0  

B6  (pyridoxine)  (/xg)   35.0  (with  15  jug/gm  of  pro- 
tein in  formula). 

B12(ug)   0.15  

Niacin  (/xg)   250.0  

Folic  acid  (/xg)   4.0  

Pantothenic  acid  (/xg)   300.0  

Biotin  (/xg)   1.5  4  

Choline  (mg)   7.0  4  

Inositol  (mg)   4.0  4  

Minerals: 

Calcium  (mg)   50.0  5  

Phosphorus  (mg)   25.0  5  

Magnesium  (mg)   6.0  

Iron  (mg)   0.15  

Iodine  (/xg)   5.0  

Zinc(mg)   0.5  

Copper  (/xg)   60.0  

Manganese  (/xg)   5.0  

Sodium  (mg)   20.0   60.0. 

Potassium  (mg)   80.0   200.0. 

Chloride  (mg)   55.0   150.0. 

1  Stated  per  100  kilocalories. 

2  The  source  of  protein  shall  be  at  least  nutritionally  equivalent  to  casein. 

3  Retinol  equivalents. 

4  Required  to  be  included  in  this  amount  only  in  formulas  which  are  not  milk-based. 

5  Calcium  to  phosphorus  ratio  must  be  no  less  than  1.1  nor  more  than  2.0. 


CHAPTER  V— DRUGS  AND  DEVICES 
Subchapter  A— Drugs  and  Devices 

ADULTERATED  DRUGS  AND  DEVICES 

Sec.  501.  [351]  A  drug  or  device  shall  be  deemed  to  be  adulter- 
ated— 

(a)(1)  If  it  consists  in  whole  or  in  part  of  any  filthy,  putrid,  or  de- 
composed substance;  or  (2)(A)  if  it  has  been  prepared,  packed,  or 
held  under  insanitary  conditions  whereby  it  may  have  been  con- 
taminated with  filth,  or  whereby  it  may  have  been  rendered  injuri- 
ous to  health;  or  (B)  if  it  is  a  drug  and  the  methods  used  in,  or  the 
facilities  or  controls  used  for,  its  manufacture,  processing,  packing, 
or  holding  do  not  conform  to  or  are  not  operated  or  administered  in 
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conformity  with  current  good  manufacturing  practice  to  assure 
that  such  drug  meets  the  requirements  of  this  Act  as  to  safety  and 
has  the  identity  and  strength,  and  meets  the  quality  and  purity 
characteristics,  which  it  purports  or  is  represented  to  possess;  or  (3) 
if  its  container  is  composed,  in  whole  or  in  part,  of  any  poisonous 
or  deleterious  substance  which  may  render  the  contents  injurious 
to  health;  or  (4)  if  (A)  it  bears  or  contains,  for  purposes  of  coloring 
only,  a  color  additive  which  is  unsafe  within  the  meaning  of  section 
706(a),  or  (B)  it  is  a  color  additive  the  intended  use  of  which  in  or 
on  drugs  or  devices  is  for  purposes  of  coloring  only  and  is  unsafe 
within  the  meaning  of  section  706(a);  or  (5)  if  it  is  a  new  animal 
drug  which  is  unsafe  within  the  meaning  of  section  512;  or  (6)  if  it 
is  an  animal  feed  bearing  or  containing  a  new  animal  drug,  and 
such  animal  feed  is  unsafe  within  the  meaning  of  section  512. 

(b)  If  it  purports  to  be  or  is  represented  as  a  drug  the  name  of 
which  is  recognized  in  an  official  compendium,  and  its  strength  dif- 
fers from,  or  its  quality  or  purity  falls  below,  the  standards  set 
forth  in  such  compendium.  Such  determination  as  to  strength, 
quality,  or  purity  shall  be  made  in  accordance  with  the  tests  or 
methods  of  assay  set  forth  in  such  compendium,  except  that  when- 
ever tests  or  methods  of  assay  have  not  been  prescribed  in  such 
compendium,  or  such  tests  or  methods  of  assay  as  are  prescribed 
are,  in  the  judgment  of  the  Secretary,  insufficient  for  the  making 
of  such  determination,  the  Secretary  shall  bring  such  fact  to  the 
attention  of  the  appropriate  body  charged  with  the  revision  of  such 
compendium,  and  if  such  body  fails  within  a  reasonable  time  to 
prescribe  tests  or  methods  of  assay  which,  in  the  judgment  of  the 
Secretary,  are  sufficient  for  purposes  of  this  paragraph,  then  the 
Secretary  shall  promulgate  regulations  prescribing  appropriate 
tests  or  methods  of  assay  in  accordance  with  which  such  determi- 
nation as  to  strength,  quality,  or  purity  shall  be  made.  No  drug  de- 
fined in  an  official  compendium  shall  be  deemed  to  be  adulterated 
under  this  paragraph  because  it  differs  from  the  standard  of 
strength,  quality,  or  purity  therefor  set  forth  in  such  compendium, 
if  its  difference  in  strength,  quality,  or  purity  from  such  standards 
is  plainly  stated  on  its  label.  Whenever  a  drug  is  recognized  in  both 
the  United  States  Pharmacopeia  and  the  Homeopathic  Pharmaco- 
peia of  the  United  States  it  shall  be  subject  to  the  requirements  of 
the  United  States  Pharmacopeia  unless  it  is  labeled  and  offered  for 
sale  as  a  homeopathic  drug,  in  which  case  it  shall  be  subject  to  the 
provisions  of  the  Homeopathic  Pharmacopeia  of  the  United  States 
and  not  to  those  of  the  United  States  Pharmacopeia. 

(c)  If  it  is  not  subject  to  the  provisions  of  paragraph  (b)  of  this 
section  and  its  strength  differs  from,  or  its  purity  or  quality  falls 
below,  that  which  it  purports  or  is  represented  to  possess. 

(d)  If  it  is  a  drug  and  any  substance  has  been  (1)  mixed  or  packed 
therewith  so  as  to  reduce  its  quality  or  strength  or  (2)  substituted 
wholly  or  in  part  therefor. 

(e)  If  it  is,  or  purports  to  be  or  is  represented  as,  a  device  which 
is  subject  to  a  performance  standard  established  under  section  514, 
unless  such  device  is  in  all  respects  in  conformity  with  such  stand- 
ard. 

(f)  (1)  If  it  is  a  class  III  device — 
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(A)  (i)  which  is  required  by  a  regulation  promulgated  under 
subsection  (b)  of  section  515  to  have  an  approval  under  such 
section  of  an  application  for  premarket  approval  and  which  is 
not  exempt  from  section  515  under  section  520(g),  and 

(ii)(I)  for  which  an  application  for  premarket  approval  or  a 
notice  of  completion  of  a  product  development  protocol  was  not 
filed  with  the  Secretary  within  the  ninety-day  period  beginning 
on  the  date  of  the  promulgation  of  such  regulation,  or 

(II)  for  which  such  an  application  was  filed  and  approval  of 
the  application  has  been  denied,  suspended,  or  withdrawn,  or 
such  a  notice  was  filed  and  has  been  declared  not  completed  or 
the  approval  of  the  device  under  the  protocol  has  been  with- 
drawn; 

(B)  (i)  which  was  classified  under  section  513(f)  into  class  III, 
which  under  section  515(a)  is  required  to  have  in  effect  an  ap- 
proved application  for  premarket  approval,  and  which  is  not 
exempt  from  section  515  under  section  520(g),  and 

(ii)  which  has  an  application  which  has  been  suspended  or  is 
otherwise  not  in  effect;  or 

(C)  which  was  classified  under  section  520(1)  into  class  III, 
which  under  such  section  is  required  to  have  in  effect  an  ap- 
proved application  under  section  515,  and  which  has  an  appli- 
cation which  has  been  suspended  or  is  otherwise  not  in  effect. 

(2)(A)  In  the  case  of  a  device  classified  under  section  513(f)  into 
class  III  and  intended  solely  for  investigational  use,  paragraph 
(1)(B)  shall  not  apply  with  respect  to  such  device  during  the  period 
ending  on  the  ninetieth  day  after  the  date  of  the  promulgation  of 
the  regulations  prescribing  the  procedures  and  conditions  required 
by  section  520(g)(2). 

(B)  In  the  case  of  a  device  subject  to  a  regulation  promulgated 
under  subsection  (b)  of  section  515,  paragraph  (1)  shall  not  apply 
with  respect  to  such  device  during  the  period  ending — 

(i)  on  the  last  day  of  the  thirtieth  calendar  month  beginning 
after  the  month  in  which  the  classification  of  the  device  in 
class  III  became  effective  under  section  513,  or 

(ii)  on  the  ninetieth  day  after  the  date  of  the  promulgation  of 
such  regulation, 

whichever  occurs  later. 

(g)  If  it  is  a  banned  device. 

(h)  If  it  is  a  device  and  the  methods  used  in,  or  the  facilities  or 
controls  used  for,  its  manufacture,  packing,  storage,  or  installation 
are  not  in  conformity  with  applicable  requirements  under  section 
520(f)(1)  or  an  applicable  condition  prescribed  by  an  order  under 
section  520(f)(2). 

(i)  If  it  is  a  device  for  which  an  exemption  has  been  granted 
under  section  520(g)  for  investigational  use  and  the  person  who  was 
granted  such  exemption  or  any  investigator  who  uses  such  device 
under  such  exemption  fails  to  comply  with  a  requirement  pre- 
scribed by  or  under  such  section. 

MISBRANDED  DRUGS  AND  DEVICES 

Sec.  502.  [352]  A  drug  or  device  shall  be  deemed  to  be  mis- 
branded — 
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(a)  If  its  labeling  is  false  or  misleading  in  any  particular. 

(b)  If  in  a  package  form  unless  it  bears  a  label  containing  (1)  the 
name  and  place  of  business  of  the  manufacturer,  packer,  or  distrib- 
utor; and  (2)  an  accurate  statement  of  the  quantity  of  the  contents 
in  terms  of  weight,  measure,  or  numerical  count:  Provided,  That 
under  clause  (2)  of  this  paragraph  reasonable  variations  shall  be 
permitted,  and  exemptions  as  to  small  packages  shall  be  estab- 
lished, by  regulations  prescribed  by  the  Secretary. 

(c)  If  any  word,  statement,  or  other  information  required  by  or 
under  authority  of  this  Act  to  appear  on  the  label  or  labeling  is  not 
prominently  placed  thereon  with  such  conspicuousness  (as  com- 
pared with  other  words,  statements,  designs,  or  devices,  in  the  la- 
beling) and  in  such  terms  as  to  render  it  likely  to  be  read  and  un- 
derstood by  the  ordinary  individual  under  customary  conditions  of 
purchase  and  use. 

(d)  If  it  is  for  use  by  man  and  contains  any  quantity  of  the  nar- 
cotic or  hypnotic  substance  alpha-eucaine,  barbituric  acid,  beta-eu- 
caine,  bromal,  cannabis,  carbromal,  chloral,  coca,  cocaine,  codeine, 
heroin,  marihuana,  morphine,  opium,  paraldehyde,  peyote,  or  sul- 
fonmethane;  or  any  chemical  derivative  of  such  substance,  which 
derivative  has  been  by  the  Secretary,  after  investigation,  found  to 
be,  and  by  regulations  designated  as,  habit  forming;  unless  its  label 
bears  the  name,  and  quantity  or  proportion  of  such  substance  or 
derivative  and  in  juxtaposition  there  with  the  statement  "Warn- 
ing— May  be  habit  forming." 

(e)  (1)  If  it  is  a  drug,  unless  (A)  its  label  bears,  to  the  exclusion  of 
any  other  nonproprietary  name  (except  the  applicable  systematic 
chemical  name  or  the  chemical  formula),  (i)  the  established  name 
(as  defined  in  subparagraph  (3))  of  the  drug,  if  such  there  be,  and 
(ii)  in  case  it  is  fabricated  from  two  or  more  ingredients,  the  estab- 
lished name  and  quantity  of  each  active  ingredient,  including  the 
quantity,  kind,  and  proportion  of  any  alcohol,  and  also  including 
whether  active  or  not,  the  established  name  and  quantity  or  pro- 
portion of  any  bromides,  ether,  chloroform,  acetanilide,  acetophe- 
netidin,  amidopyrine,  antipyrine,  atropine,  hyoscine,  hyoscyamine, 
arsenic,  digitalis,  digitalis  glucosides,  mercury,  ouabain,  stro- 
phanthin,  strychnine,  thyroid,  or  any  derivative  or  preparation  of 
any  such  substances,  contained  therein.  Provided,  That  the  require- 
ment for  stating  the  quantity  of  the  active  ingredients,  other  than 
the  quantity  of  those  specifically  named  in  this  paragraph,  shall 
apply  only  to  prescription  drugs;  and  (B)  for  any  prescription  drug 
the  established  name  of  such  drug  or  ingredient,  as  the  case  may 
be,  on  such  label  (and  on  any  labeling  on  which  a  name  for  such 
drug  or  ingredient  is  used)  is  printed  prominently  and  in  type  at 
least  half  as  large  as  that  used  thereon  for  any  proprietary  name 
or  designation  for  such  drug  or  ingredient:  and  Provided,  That  to 
the  extent  that  compliance  with  the  requirements  of  clause  (A)(ii) 
or  clause  (B)  of  this  subparagraph  is  impracticable,  exemptions 
shall  be  established  by  regulations  promulgated  by  the  Secretary. 

(2)  If  it  is  a  device  and  it  has  an  established  name,  unless  its 
label  bears,  to  the  exclusion  of  any  other  nonproprietary  name,  its 
established  name  (as  defined  in  subparagraph  (4))  prominently 
printed  in  type  at  least  half  as  large  as  that  used  thereon  for  any 
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proprietary  name  or  designation  for  such  device,  except  that  to  the 
extent  compliance  with  the  requirements  of  this  subparagraph  is 
impracticable,  exemptions  shall  be  established  by  regulations  pro- 
mulgated by  the  Secretary. 

(3)  As  used  in  subparagraph  (1),  the  term  "established  name", 
with  respect  to  a  drug  or  ingredient  thereof,  means  (A)  the  applica- 
ble official  name  designated  pursuant  to  section  508,  or  (B)  if  there 
is  no  such  name  and  such  drug,  or  such  ingredient,  is  an  article 
recognized  in  an  official  compendium,  then  the  official  title  thereof 
in  such  compendium,  or  (C)  if  neither  clause  (A)  nor  clause  (B)  of 
this  subparagraph  applies,  then  the  common  or  usual  name,  if  any, 
of  such  drug  or  of  such  ingredient:  Provided  further,  That  where 
clause  (B)  of  this  subparagraph  applies  to  an  article  recognized  in 
the  United  States  Pharmacopeia  and  in  the  Homeopathic  Pharma- 
copeia under  different  official  titles,  the  official  title  used  in  the 
United  States  Pharmacopeia  shall  apply  unless  it  is  labeled  and  of- 
fered for  sale  as  a  homeopathic  drug,  in  which  case  the  official  title 
used  in  the  Homeopathic  Pharmacopeia  shall  apply. 

(4)  As  used  in  subparagraph  (2),  the  term  "established  name" 
with  respect  to  a  device  means  (A)  the  applicable  official  name  of 
the  device  designated  pursuant  to  section  508,  (B)  if  there  is  no 
such  name  and  such  device  is  an  article  recognized  in  an  official 
compendium,  then  the  official  title  thereof  in  such  compendium,  or 
(C)  if  neither  clause  (A)  nor  clause  (B)  of  this  subparagraph  applies, 
then  any  common  or  usual  name  of  such  device. 

(f)  Unless  its  labeling  bears  (1)  adequate  directions  for  use;  and 
(2)  such  adequate  warnings  against  use  in  those  pathological  condi- 
tions or  by  children  where  its  use  may  be  dangerous  to  health,  or 
against  unsafe  dosage  or  methods  or  duration  of  administration  or 
application,  in  such  manner  and  form,  as  are  necessary  for  the  pro- 
tection of  users:  Provided,  That  where  any  requirement  of  clause 
(1)  of  this  paragraph,  as  applied  to  any  drug  or  device,  is  not  neces- 
sary for  the  protection  of  the  public  health,  the  Secretary  shall  pro- 
mulgate regulations  exempting  such  drug  or  device  from  such  re- 
quirement. 

(g)  If  it  purports  to  be  a  drug  the  name  of  which  is  recognized  in 
an  official  compendium,  unless  it  is  packaged  and  labeled  as  pre- 
scribed therein:  Provided,  That  the  method  of  packing  may  be 
modified  with  the  consent  of  the  Secretary.  Whenever  a  drug  is  rec- 
ognized in  both  the  United  States  Pharmacopeia  and  the  Homeo- 
pathic Pharmacopeia  of  the  United  States,  it  shall  be  subject  to  the 
requirements  of  the  United  States  Pharmacopeia  with  respect  to 
packaging,  and  labeling  unless  it  is  labeled  and  offered  for  sale  as  a 
homeopathic  drug,  in  which  case  it  shall  be  subject  to  the  provi- 
sions of  the  Homeopathic  Pharmacopeia  of  the  United  States,  and 
not  to  those  of  the  United  States  Pharmacopeia:  Provided  further, 
That,  in  the  event  of  inconsistency  between  the  requirements  of 
this  paragraph  and  those  of  paragraph  (e)  as  to  the  name  by  which 
the  drug  or  its  ingredients  shall  be  designated,  the  requirements  of 
paragraph  (e)  shall  prevail. 

(h)  If  it  has  been  found  by  the  Secretary  to  be  a  drug  liable  to 
deterioration,  unless  it  is  packaged  in  such  form  and  manner,  and 
its  label  bears  a  statement  of  such  precautions,  as  the  Secretary 
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shall  by  regulations  require  as  necessary  for  the  protection  of  the 
public  health.  No  such  regulation  shall  be  established  for  any  drug 
recognized  in  an  official  compendium  until  the  Secretary  shall 
have  informed  the  appropriate  body  charged  with  the  revision  of 
such  compendium  of  the  need  for  such  packaging  or  labeling  re- 
quirements and  such  body  shall  have  failed  within  a  reasonable 
time  to  prescribe  such  requirements. 

(i)(l)  If  it  is  a  drug  and  its  container  is  so  made,  formed,  or  filled 
as  to  be  misleading;  or  (2)  if  it  is  an  imitation  of  another  drug;  or 
(3)  if  it  is  offered  for  sale  under  the  name  of  another  drug. 

(j)  If  it  is  dangerous  to  health  when  used  in  the  dosage  or 
manner;  or  with  the  frequency  or  duration  prescribed,  recommend- 
ed, or  suggested  in  the  labeling  thereof. 

(k)  If  it  is,  or  purports  to  be,  or  is  represented  as  a  drug  composed 
wholly  or  partly  of  insulin,  unless  (1)  it  is  from  a  batch  with  re- 
spect to  which  a  certificate  or  release  has  been  issued  pursuant  to 
section  506,  and  (2)  such  certificate  or  release  is  in  effect  with  re- 
spect to  such  drug. 

(1)  If  it  is,  or  purports  to  be,  or  is  represented  as  a  drug  (except  a 
drug  for  use  in  animals  other  than  man)  composed  wholly  or  partly 
of  any  kind  of  penicillin,  streptomycin,  chlortetracycline,  chloram- 
phenicol, bacitracin,  or  any  other  antibiotic  drug,  or  any  derivative 
thereof,  unless  (1)  it  is  from  a  batch  with  respect  to  which  a  certifi- 
cate or  release  has  been  issued  pursuant  to  section  507,  and  (2) 
such  certificate  or  release  is  in  effect  with  respect  to  such  drug: 
Provided,  That  this  paragraph  shall  not  apply  to  any  drug  or  class 
of  drugs  exempted  by  regulations  promulgated  under  section  507  (c) 
or  (d). 

(m)  If  it  is  a  color  additive  the  intended  use  of  which  is  for  the 
purpose  of  coloring  only,  unless  its  packaging  and  labeling  are  in 
conformity  with  such  packaging  and  labeling  requirements  applica- 
ble to  such  color  additive,  as  may  be  contained  in  regulations 
issued  under  section  706. 

(n)  In  the  case  of  any  prescription  drug  distributed  or  offered  for 
sale  in  any  State,  unless  the  manufacturer,  packer,  or  distributor 
thereof  includes  in  all  advertisements  and  other  descriptive  printed 
matter  issued  or  caused  to  be  issued  by  the  manufacturer,  packer, 
or  distributor  with  respect  to  that  drug  a  true  statement  of  (1)  the 
established  name  as  defined  in  section  502(e),  printed  prominently 
and  in  type  at  least  half  as  large  as  that  used  for  any  trade  or 
brand  name  thereof,  (2)  the  formula  showing  quantitatively  each 
ingredient  of  such  drug  to  the  extent  required  for  labels  under  sec- 
tion 502(e),  and  (3)  such  other  information  in  brief  summary  relat- 
ing to  side  effects,  contraindications,  and  effectiveness  as  shall  be 
required  in  regulations  which  shall  be  issued  by  the  Secretary  in 
accordance  with  the  procedure  specified  in  section  701(e)  of  this 
Act:  Provided,  That  (A)  except  in  extraordinary  circumstances,  no 
regulation  issued  under  this  paragraph  shall  require  prior  approval 
by  the  Secretary  of  the  content  of  any  advertisement,  and  (B)  no 
advertisement  of  a  prescription  drug,  published  after  the  effective 
date  of  regulations  issued  under  this  paragraph  applicable  to  ad- 
vertisements of  prescription  drugs,  shall,  with  respect  to  the  mat- 
ters specified  in  this  paragraph  or  covered  by  such  regulations,  be 
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subject  to  the  provisions  of  sections  12  through  17  of  the  Federal 
Trade  Commission  Act,  as  amended  (15  U.S.C.  52-57).  This  para- 
graph (n)  shall  not  be  applicable  to  any  printed  matter  which  the 
Secretary  determines  to  be  labeling  as  defined  in  section  201(m)  of 
this  Act.  Nothing  in  the  Convention  on  Psychotropic  Substances, 
signed  at  Vienna,  Austria,  on  February  21,  1971,  shall  be  construed 
to  prevent  drug  price  communications  to  consumers. 1 

(o)  If  it  was  manufactured,  prepared,  propagated,  compounded,  or 
processed  in  an  establishment  in  any  State  not  duly  registered 
under  section  510,  if  it  was  not  included  in  a  list  required  by  sec- 
tion 510(j),  if  a  notice  or  other  information  respecting  it  was  not 
provided  as  required  by  such  section  or  section  510(k),  or  if  it  does 
not  bear  such  symbols  from  the  uniform  system  for  identification 
of  devices  prescribed  under  section  510(e)  as  the  Secretary  by  regu- 
lation requires. 

(p)  If  it  is  a  drug  and  its  packaging  or  labeling  is  in  violation  of 
an  applicable  regulation  issued  pursuant  to  section  3  or  4  of  the 
Poison  Prevention  Packaging  Act  of  1970. 

(q)  In  the  case  of  any  restricted  device  distributed  or  offered  for 
sale  in  any  State,  if  (1)  its  advertising  is  false  or  misleading  in  any 
particular,  or  (2)  it  is  sold,  distributed,  or  used  in  violation  of  regu- 
lations prescribed  under  section  520(e). 

(r)  In  the  case  of  any  restricted  device  distributed  or  offered  for 
sale  in  any  State,  unless  the  manufacturer,  packer,  or  distributor 
thereof  includes  in  all  advertisements  and  other  descriptive  printed 
matter  issued  or  caused  to  be  issued  by  the  manufacturer,  packer, 
or  distributor  with  respect  to  that  device  (Da  true  statement  of  the 
device's  established  name  as  defined  in  section  502(e),  printed 
prominently  and  in  type  at  least  half  as  large  as  that  used  for  any 
trade  or  brand  name  thereof,  and  (2)  a  brief  statement  of  the  in- 
tended uses  of  the  device  and  relevant  warnings,  precautions,  side 
effects,  and  contraindications  and,  in  the  case  of  specific  devices 
made  subject  to  a  finding  by  the  Secretary  after  notice  and  oppor- 
tunity for  comment  that  such  action  is  necessary  to  protect  the 
public  health,  a  full  description  of  the  components  of  such  device  or 
the  formula  showing  quantitatively  each  ingredient  of  such  device 
to  the  extent  required  in  regulations  which  shall  be  issued  by  the 
Secretary  after  an  opportunity  for  a  hearing.  Except  in  extraordi- 
nary circumstances,  no  regulation  issued  under  this  paragraph 
shall  require  prior  approval  by  the  Secretary  of  the  content  of  any 
advertisement  and  no  advertisement  of  a  restricted  device,  pub- 
lished after  the  effective  date  of  this  paragraph  shall,  with  respect 
to  the  matters  specified  in  this  paragraph  or  covered  by  regulations 
issued  hereunder,  be  subject  to  the  provisions  of  sections  12 
through  15  of  the  Federal  Trade  Commission  Act  (15  U.S.C.  52-55). 
This  paragraph  shall  not  be  applicable  to  any  printed  matter  which 
the  Secretary  determines  to  be  labeling  as  defined  in  section 
201(m). 


1  This  sentence  takes  effect  on  the  date  the  Convention  on  Psychotropic  Substances,  signed  at 
Vienna,  Austria  on  February  21,  1971,  enters  into  force  in  respect  to  the  United  States.  See, 
section  112  of  P.L.  95-633. 
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(s)  If  it  is  a  device  subject  to  a  performance  standard  established 
under  section  514,  unless  it  bears  such  labeling  as  may  be  pre- 
scribed in  such  performance  standard. 

(t)  If  it  is  a  device  and  there  was  a  failure  or  refusal  (1)  to  comply 
with  any  requirement  prescribed  under  section  518  respecting  the 
device,  or  (2)  to  furnish  any  material  or  information  required  by  or 
under  section  519  respecting  the  device. 

EXEMPTIONS  AND  CONSIDERATION  FOR  CERTAIN  DRUGS,  DEVICES,  AND 
BIOLOGICAL  PRODUCTS 

Sec.  503.  [353]  (a)  The  Secretary  is  hereby  directed  to  promul- 
gate regulations  exempting  from  any  labeling  or  packaging  require- 
ment of  this  Act  drugs  and  devices  which  are,  in  accordance  with 
the  practice  of  the  trade,  to  be  processed,  labeled,  or  repacked  in 
substantial  quantities  at  establishments  other  than  those  where 
originally  processed  or  packed,  on  condition  that  such  drugs  and 
devices  are  not  adulterated  or  misbranded,  under  the  provisions  of 
this  Act  upon  removal  from  such  processing,  labeling,  or  repacking 
establishment. 

(b)(1)  A  drug  intended  for  use  by  man  which — 

(A)  is  a  habit-forming  drug  to  which  section  502(d)  applies;  or 

(B)  because  of  its  toxicity  or  other  potentiality  for  harmful 
effect,  or  the  method  of  its  use,  or  the  collateral  measures  nec- 
essary to  its  use,  is  not  safe  for  use  except  under  the  supervi- 
sion of  a  practitioner  licensed  by  law  to  administer  such  drug; 
or 

(C)  is  limited  by  an  approved  application  under  section  505  to 
use  under  the  professional  supervision  of  a  practitioner  li- 
censed by  law  to  administer  such  drug; 

shall  be  dispensed  only  (i)  upon  a  written  prescription  of  a  practi- 
tioner licensed  by  law  to  administer  such  drug,  or  (ii)  upon  an  oral 
prescription  of  such  practitioner  which  is  reduced  promptly  to  writ- 
ing and  filed  by  the  pharmacist,  or  (iii)  by  refilling  any  such  writ- 
ten or  oral  prescription  if  such  refilling  is  authorized  by  the  pre- 
scriber  either  in  the  original  prescription  or  by  oral  order  which  is 
reduced  promptly  to  writing  and  filed  by  the  pharmacist.  The  act 
of  dispensing  a  drug  contrary  to  the  provisions  of  this  paragraph 
shall  be  deemed  to  be  an  act  which  results  in  the  drug  being  mis- 
branded  while  held  for  sale. 

(2)  Any  drug  dispensed  by  filling  or  refilling  a  written  or  oral 
prescription  of  a  practitioner  licensed  by  law  to  administer  such 
drug  shall  be  exempt  from  the  requirements  of  section  502,  except 
paragraphs  (a),  (i)  (2)  and  (3),  (k),  and  (1),  and  the  packaging  require- 
ments of  paragraphs  (g),  (h),  and  (p),  if  the  drug  bears  a  label  con- 
taining the  name  and  address  of  the  dispenser,  the  serial  number 
and  date  of  the  prescription  or  of  its  filling,  the  name  of  the  pre- 
scribe^ and,  if  stated  in  the  prescription,  the  name  of  the  patient, 
and  the  directions  for  use  and  cautionary  statements,  if  any,  con- 
tained in  such  prescription.  This  exemption  shall  not  apply  to  any 
drug  dispensed  in  the  course  of  the  conduct  of  a  business  of  dis- 
pensing drugs  pursuant  to  diagnosis  by  mail,  or  to  a  drug  dispensed 
in  violation  of  paragraph  (1)  of  this  subsection. 
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(3)  The  Secretary  may  by  regulation  remove  drugs  subject  to  sec- 
tion 502(d)  and  section  505  from  the  requirements  of  paragraph  (1) 
of  this  subsection  when  such  requirements  are  not  necessary  for 
the  protection  of  the  public  health. 

(4)  A  drug  which  is  subject  to  paragraph  (1)  of  this  subsection 
shall  be  deemed  to  be  misbranded  if  at  any  time  prior  to  dispensing 
its  label  fails  to  bear  the  statement  ' 'Caution:  Federal  law  prohibits 
dispensing  without  prescription."  A  drug  to  which  paragraph  (1)  of 
this  subsection  does  not  apply  shall  be  deemed  to  be  misbranded  if 
at  any  time  prior  to  dispensing  its  label  bears  the  caution  state- 
ment quoted  in  the  preceding  sentence. 

(5)  Nothing  in  this  subsection  shall  be  construed  to  relieve  any 
person  from  any  requirement  prescribed  by  or  under  authority  of 
law  with  respect  to  drugs  now  included  or  which  may  hereafter  be 
included  within  the  classifications  stated  in  section  3220  of  the  In- 
ternal Revenue  Code  (26  U.S.C.  3220),  or  to  marihuana  as  defined 
in  section  3238(b)  of  the  Internal  Revenue  Code  (26  U.S.C.  3238(b)). 

(c)(1)  No  person  may  sell,  purchase,  or  trade  or  offer  to  sell,  pur- 
chase, or  trade  any  drug  sample.  For  purposes  of  this  paragraph 
and  subsection  (d),  the  term  "drug  sample"  means  a  unit  of  a  drug, 
subject  to  subsection  (b),  which  is  not  intended  to  be  sold  and  is  in- 
tended to  promote  the  sale  of  the  drug.  Nothing  in  this  paragraph 
shall  subject  an  officer  or  executive  of  a  drug  manufacturer  or  dis- 
tributor to  criminal  liability  solely  because  of  a  sale,  purchase, 
trade,  or  offer  to  sell,  purchase,  or  trade  in  violation  of  this  para- 
graph by  other  employees  of  the  manufacturer  or  distributor. 

(2)  No  person  may  sell,  purchase,  or  trade,  offer  to  sell,  purchase, 
or  trade,  or  counterfeit  any  coupon.  For  purposes  of  this  paragraph, 
the  term  "coupon"  means  a  form  which  may  be  redeemed,  at  no 
cost  or  at  a  reduced  cost,  for  a  drug  which  is  prescribed  in  accord- 
ance with  section  503(b)  *. 

(3)  (A)  No  person  may  sell,  purchase,  or  trade,  or  offer  to  sell,  pur- 
chase, or  trade,  any  drug — 

(i)  which  is  subject  to  subsection  (b),  and 

(ii)  (I)  which  was  purchased  by  a  public  or  private  hospital  or 
other  health  care  entity,  or 

(II)  which  was  donated  or  supplied  at  a  reduced  price  to  a 
charitable  organization  described  in  section  501(c)(3)  of  the 
Internal  Revenue  Code  of  1954. 
(B)  Subparagraph  (A)  does  not  apply  to — 

(i)  the  purchase  or  other  acquisition  by  a  hospital  or  other 
health  care  entity  which  is  a  member  of  a  group  purchasing 
organization  of  a  drug  for  its  own  use  from  the  group  purchas- 
ing organization  or  from  other  hospitals  or  health  care  entities 
which  are  members  of  such  organization, 

(ii)  the  sale,  purchase,  or  trade  of  a  drug  or  an  offer  to  sell, 
purchase,  or  trade  a  drug  by  an  organization  described  in  sub- 
paragraph (A)(ii)(II)  to  a  nonprofit  affiliate  of  the  organization 
to  the  extent  otherwise  permitted  by  law, 


1  So  in  law.  This  reference  probably  should  read  "subsection  (b)". 
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(iii)  a  sale,  purchase,  or  trade  of  a  drug  or  an  offer  to  sell, 
purchase,  or  trade  a  drug  among  hospitals  or  other  health  care 
entities  which  are  under  common  control, 

(iv)  a  sale,  purchase,  or  trade  of  a  drug  or  an  offer  to  sell, 
purchase,  or  trade  a  drug  for  emergency  medical  reasons,  or 

(v)  a  sale,  purchase,  or  trade  of  a  drug,  an  offer  to  sell,  pur- 
chase, or  trade  a  drug,  or  the  dispensing  of  a  drug  pursuant  to 
a  prescription  executed  in  accordance  with  section  503(b)  i. 

For  purposes  of  this  paragraph,  the  term  "entity"  does  not  include 
a  wholesale  distributor  of  drugs  or  a  retail  pharmacy  licensed 
under  State  law  and  the  term  "emergency  medical  reasons"  in- 
cludes transfers  of  a  drug  between  health  care  entities  or  from  a 
health  care  entity  to  a  retail  pharmacy  undertaken  to  alleviate 
temporary  shortages  of  the  drug  arising  from  delays  in  or  interrup- 
tions of  regular  distribution  schedules. 

(d)(1)  Except  as  provided  in  paragraphs  (2)  and  (3),  no  representa- 
tive of  a  drug  manufacturer  or  distributor  may  distribute  any  drug 
sample. 

(2)  (A)  The  manufacturer  or  distributor  of  a  drug  subject  to  sub- 
section (b)  may,  in  accordance  with  this  paragraph,  distribute  drug 
samples  by  mail  or  common  carrier  to  practitioners  licensed  to  pre- 
scribe such  drugs  or,  at  the  request  of  a  licensed  practitioner,  to 
pharmacies  of  hospitals  or  other  health  care  entities.  Such  a  distri- 
bution of  drug  samples  may  only  be  made — 

(i)  in  response  to  a  written  request  for  drug  samples  made  on 
a  form  which  meets  the  requirements  of  subparagraph  (B),  and 

(ii)  under  a  system  which  requires  the  recipient  of  the  drug 
sample  to  execute  a  written  receipt  for  the  drug  sample  upon 
its  delivery  and  the  return  of  the  receipt  to  the  manufacturer 
or  distributor. 

(B)  A  written  request  for  a  drug  sample  required  by  subpara- 
graph (A)(i)  shall  contain — 

(i)  the  name,  address,  professional  designation,  and  signature 
of  the  practitioner  making  the  request, 

(ii)  the  identity  of  the  drug  sample  requested  and  the  quanti- 
ty requested, 

(iii)  the  name  of  the  manufacturer  of  the  drug  sample 
requested,  and 

(iv)  the  date  of  the  request. 

(C)  Each  drug  manufacturer  or  distributor  which  makes  distribu- 
tions by  mail  or  common  carrier  under  this  paragraph  shall  main- 
tain, for  a  period  of  3  years,  the  request  forms  submitted  for  such 
distributions  and  the  receipts  submitted  for  such  distributions  and 
shall  maintain  a  record  of  distributions  of  drug  samples  which 
identifies  the  drugs  distributed  and  the  recipients  of  the  distribu- 
tions. Forms,  receipts,  and  records  required  to  be  maintained  under 
this  subparagraph  shall  be  made  available  by  the  drug  manufactur- 
er or  distributor  to  Federal  and  State  officials  engaged  in  the  regu- 
lation of  drugs  and  in  the  enforcement  of  laws  applicable  to  drugs. 

(3)  The  manufacturer  or  distributor  of  a  drug  subject  to  subsec- 
tion (b)  may,  by  means  other  than  mail  or  common  carrier,  distrib- 


1  See  footnote  1  on  page  61. 
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ute  drug  samples  only  if  the  manufacturer  or  distributor  makes  the 
distributions  in  accordance  with  subparagraph  (A)  and  carries  out 
the  activities  described  in  subparagraphs  (B)  through  (F)  as  follows: 

(A)  Drug  samples  may  only  be  distributed — 

(i)  to  practitioners  licensed  to  prescribe  such  drugs  if 
they  make  a  written  request  for  the  drug  samples,  or 

(ii)  at  the  written  request  of  such  a  licensed  practitioner, 
to  pharmacies  of  hospitals  or  other  health  care  entities. 

A  written  request  for  drug  samples  shall  be  made  on  a  form 
which  contains  the  practitioner's  name,  address,  and  profes- 
sional designation,  the  identity  of  the  drug  sample  requested, 
the  quantity  of  drug  samples  requested,  the  name  of  the  manu- 
facturer or  distributor  of  the  drug  sample,  the  date  of  the  re- 
quest and  signature  of  the  practitioner  making  the  request. 

(B)  Drug  manufacturers  or  distributors  shall  store  drug  sam- 
ples under  conditions  that  will  maintain  their  stability,  integri- 
ty, and  effectiveness  and  will  assure  that  the  drug  samples  will 
be  free  of  contamination,  deterioration,  and  adulteration. 

(C)  Drug  manufacturers  or  distributors  shall  conduct,  at 
least  annually,  a  complete  and  accurate  inventory  of  all  drug 
samples  in  the  possession  of  representatives  of  the  manufactur- 
er or  distributor.  Drug  manufacturers  or  distributors  shall 
maintain  lists  of  the  names  and  address  of  each  of  their  repre- 
sentatives who  distribute  drug  samples  and  of  the  sites  where 
drug  samples  are  stored.  Drug  manufacturers  or  distributors 
shall  maintain  records  for  at  least  3  years  of  all  drug  samples 
distributed,  destroyed,  or  returned  to  the  manufacturer  or  dis- 
tributor, of  all  inventories  maintained  under  this  subpara- 
graph, of  all  thefts  or  significant  losses  of  drug  samples,  and  of 
all  requests  made  under  subparagraph  (A)  for  drug  samples. 
Records  and  lists  maintained  under  this  subparagraph  shall  be 
made  available  by  the  drug  manufacturer  or  distributor  to  the 
Secretary  upon  request. 

(D)  Drug  manufacturers  or  distributors  shall  notify  the  Sec- 
retary of  any  significant  loss  of  drug  samples  and  any  known 
theft  of  drug  samples. 

(E)  Drug  manufacturers  or  distributors  shall  report  to  the 
Secretary  any  conviction  of  their  representatives  for  violations 
of  section  503(c)(1)  1  or  a  State  law  because  of  the  sale,  pur- 
chase, or  trade  of  a  drug  sample  or  the  offer  to  sell,  purchase, 
or  trade  a  drug  sample. 

(F)  Drug  manufacturers  or  distributors  shall  provide  to  the 
Secretary  the  name  and  telephone  number  of  the  individual  re- 
sponsible for  responding  to  a  request  for  information  respect- 
ing drug  samples. 

(e)(1)  Each  person  who  is  engaged  in  the  wholesale  distribution  of 
drugs  subject  to  subsection  (b)  and  who  is  not  an  authorized  distrib- 
utor of  record  of  such  drugs  shall  provide  to  each  wholesale  distrib- 
utor of  such  drugs  a  statement  identifying  each  sale  of  the  drug  (in- 
cluding the  date  of  the  sale)  before  the  sale  to  such  wholesale  dis- 


1  So  in  law.  This  reference  probably  should  read  "subsection  (c)(1)". 
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tributor.  Each  manufacturer  shall  maintain  at  its  corporate  offices 
a  current  list  of  such  authorized  distributors. 

(2)  (A)  No  person  may  engage  in  the  wholesale  distribution  in 
interstate  commerce  of  drugs  subject  to  subsection  (b)  in  a  State 
unless  such  person  is  licensed  by  the  State  in  accordance  with  the 
guidelines  issued  under  subparagraph  (B). 

(B)  The  Secretary  shall  by  regulation  issue  guidelines  establish- 
ing minimum  standards,  terms,  and  conditions  for  the  licensing  of 
persons  to  make  wholesale  distributions  in  interstate  commerce  of 
drugs  subject  to  subsection  (b).  Such  guidelines  shall  prescribe  re- 
quirements for  the  storage  and  handling  of  such  drugs  and  for  the 
establishment  and  maintenance  of  records  of  the  distributions  of 
such  drugs. 

(3)  For  the  purposes  of  this  subsection — 

(A)  the  term  "authorized  distributors  of  record"  means  those 
distributors  with  whom  a  manufacturer  has  established  an  on- 
going relationship  to  distribute  such  manufacturer's  products, 
and 

(B)  the  term  " wholesale  distribution"  means  distribution  of 
drugs  subject  to  subsection  (b)  to  other  than  the  consumer  or 
patient  but  does  not  include  intracompany  sales  and  does  not 
include  distributions  of  drugs  described  in  subsection  (c)(3)(B). 

(c)  HIXA)  A  drug  intended  for  use  by  animals  other  than  man 
which — 

(i)  because  of  its  toxicity  or  other  potentiality  for  harmful 
effect,  or  the  method  of  its  use,  or  the  collateral  measures  nec- 
essary for  its  use,  is  not  safe  for  animal  use  except  under  the 
professional  supervision  of  a  licensed  veterinarian,  or 

(ii)  is  limited  by  an  approved  application  under  subsection  (b) 
of  section  512  to  use  under  the  professional  supervision  of  a  li- 
censed veterinarian, 

shall  be  dispensed  only  by  or  upon  the  lawful  written  or  oral  order 
of  a  licensed  veterinarian  in  the  course  of  the  veterinarian's  profes- 
sional practice. 

(B)  For  purposes  of  subparagraph  (A),  and  order  is  lawful  if  the 
order — 

(i)  is  a  prescription  or  other  order  authorized  by  law, 

(ii)  is,  if  an  oral  order,  promptly  reduced  to  writing  by  the 
person  lawfully  filling  the  order,  and  filed  by  that  person,  and 

(iii)  is  refilled  only  if  authorized  in  the  original  order  or  in  a 
subsequent  oral  order  promptly  reduced  to  writing  by  the 
person  lawfully  filling  the  order,  and  filed  by  that  person. 

(C)  The  act  of  dispensing  a  drug  contrary  to  the  provisions  of  this 
paragraph  shall  be  deemed  to  be  an  act  which  results  in  the  drug 
being  misbranded  while  held  for  sale. 

(2)  Any  drug  when  dispensed  in  accordance  with  paragraph  (1)  of 
this  subsection — 

(A)  Shall  be  exempt  from  the  requirements  of  section  502, 
except  subsections  (a),  (g),  (h),  (i)(2),  (i)(3),  and  (p)  of  such  sec- 
tion, and 


1  So  in  original;  probably  should  be  "(f)".  See  Public  Laws  100-293  (102  Stat.  96)  and  100-670 
(102  Stat  3983). 
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(B)  shall  be  exempt  from  the  packaging  requirements  of  sub- 
sections (g),  (h),  and  (p)  of  such  section,  if— 

(i)  when  dispensed  by  a  licensed  veterinarian,  the  drug 
bears  a  label  containing  the  name  and  address  of  the  prac- 
titioner and  any  directions  for  use  and  cautionary  state- 
ments specified  by  the  practitioner,  or 

(ii)  when  dispensed  by  filling  the  lawful  order  of  a  li- 
censed veterinarian,  the  drug  bears  a  label  containing  the 
name  and  address  of  the  dispenser,  the  serial  number  and 
date  of  the  order  or  of  its  filing,  the  name  of  the  licensed 
veterinarian,  and  the  directions  for  use  and  cautionary 
statements,  if  any,  contained  in  such  order. 
The  preceding  sentence  shall  not  apply  to  any  drug  dispensed  in 
the  course  of  the  conduct  of  a  business  of  dispensing  drugs  pursu- 
ant to  diagnosis  by  mail. 

(3)  The  Secretary  may  by  regulation  exempt  drugs  for  animals 
other  than  man  subject  to  section  512  from  the  requirements  of 
paragraph  (1)  when  such  requirements  are  not  necessary  for  the 
protection  of  the  public  health. 

(4)  A  drug  which  is  subject  to  paragraph  (1)  shall  be  deemed  to  be 
misbranded  if  at  any  time  prior  to  dispensing  its  label  fails  to  bear 
the  statement  "Caution:  Federal  law  restricts  this  drug  to  use  by  or 
on  the  order  of  a  licensed  veterinarian.".  A  drug  to  which  para- 
graph (1)  does  not  apply  shall  be  deemed  to  be  misbranded  if  at  any 
time  prior  to  dispensing  its  label  bears  the  statement  specified  in 
the  preceding  sentence. 

(f)  HD  The  Secretary  shall  designate  a  component  of  the  Food 
and  Drug  Administration  to  regulate  products  that  constitute  a 
combination  of  a  drug,  device,  or  biological  product.  The  Secretary 
shall  determine  the  primary  mode  of  action  of  the  combination 
product.  If  the  Secretary  determines  that  the  primary  mode  of 
action  is  that  of — 

(A)  a  drug  (other  than  a  biological  product),  the  persons 
charged  with  premarket  review  of  drugs  shall  have  primary  ju- 
risdiction, 

(B)  a  device,  the  persons  charged  with  premarket  review  of 
devices  shall  have  primary  jurisdiction,  or 

(C)  a  biological  product,  the  persons  charged  with  premarket 
review  of  biological  products  shall  have  primary  jurisdiction. 

(2)  Nothing  in  this  subsection  shall  prevent  the  Secretary  from 
using  any  agency  resources  of  the  Food  and  Drug  Administration 
necessary  to  ensure  adequate  review  of  the  safety,  effectiveness,  or 
substantial  equivalence  of  an  article. 

(3)  The  Secretary  shall  promulgate  regulations  to  implement 
market  approval  procedures  in  accordance  with  paragraphs  (1)  and 
(2)  not  later  than  1  year  after  the  date  of  enactment  of  this  subsec- 
tion. 

(4)  As  used  in  this  subsection: 

(A)  The  term  "biological  product"  has  the  meaning  given  the 
term  in  section  351(a)  of  the  Public  Health  Service  Act  (42 
U.S.C.  262(a)). 


1  So  in  original;  probably  should  be  "(g)". 
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(B)  The  term  "market  clearance"  includes — 

(i)  approval  of  an  application  under  section  505,  507,  515, 
or  520(g), 

(ii)  a  finding  of  substantial  equivalence  under  this  sub- 
chapter, and 

(iii)  approval  of  a  product  or  establishment  license  under 
subsection  (a)  or  (d)  of  section  351  of  the  Public  Health 
Service  Act  (42  U.S.C.  262). 

NEW  DRUGS 

Sec.  505. 1  [355]  (a)  No  person  shall  introduce  or  deliver  for  in- 
troduction into  interstate  commerce  any  new  drug,  unless  an  ap- 
proval of  an  application  filed  pursuant  to  subsection  (b)  or  (j)  is  ef- 
fective with  respect  to  such  drug. 

(b)(1)  Any  person  may  file  with  the  Secretary  an  application  with 
respect  to  any  drug  subject  to  the  provisions  of  subsection  (a).  Such 
persons  shall  submit  to  the  Secretary  as  a  part  of  the  application 
(A)  full  reports  of  investigations  which  have  been  made  to  show 
whether  or  not  such  drug  is  safe  for  use  and  whether  such  drug  is 
effective  in  use;  (B)  a  full  list  of  the  articles  used  as  components  of 
such  drug;  (C)  a  full  statement  of  the  composition  of  such  drug;  (D) 
a  full  description  of  the  methods  used  in,  and  the  facilities  and  con- 
trols used  for,  the  manufacture,  processing,  and  packing  of  such 
drug;  (E)  such  samples  of  such  drug  and  of  the  articles  used  as  com- 
ponents thereof  as  the  Secretary  may  require;  and  (F)  specimens  of 
the  labeling  proposed  to  be  used  for  such  drug.  The  applicant  shall 


1  The  application  of  this  section  as  amended  by  the  Drug  Amendments  of  1962  (P.L.  87-781)  is 
stated  as  follows  by  sec.  107(c)  of  that  Act: 

[Sec.  107]  (c)(1)  As  used  in  this  subsection  the  term  "enactment  date"  means  the  date  of  en- 
actment of  this  Act  [October  10,  1962];  and  the  term  "basic  Act"  means  the  Federal  Food, 
Drug,  and  Cosmetic  Act. 

(2)  An  application  filed  pursuant  to  section  505(b)  of  the  basic  Act  which  was  "effective" 
within  the  meaning  of  that  Act  on  the  day  immediately  preceding  the  enactment  date  shall  be 
deemed,  as  of  the  enactment  date,  to  be  an  application  "approved"  by  the  Secretary  within  the 
meaning  of  the  basic  Act  as  amended  by  this  Act. 

(3)  In  the  case  of  any  drug  with  respect  to  which  an  application  filed  under  section  505(b)  of 
the  basic  Act  is  deemed  to  be  an  approved  application  on  the  enactment  date  by  virtue  of  para- 
graph (2)  of  this  subsection — 

(A)  the  amendments  made  by  this  Act  to  section  201(p),  and  to  subsections  (b)  and  (d)  of 
section  505,  of  the  basic  Act,  insofar  as  such  amendments  relate  to  the  effectiveness  of 
drugs,  shall  not,  so  long  as  approval  of  such  application  is  not  withdrawn  or  suspended  pur- 
suant to  section  505(e)  of  that  Act,  apply  to  such  drug  when  intended  solely  for  use  under 
conditions  prescribed,  recommended,  or  suggested  in  labeling  covered  by  such  approved  ap- 
plication, but  shall  apply  to  any  changed  use,  or  conditions  of  use,  prescribed,  recommended, 
or  suggested  in  its  labeling,  including  such  conditions  of  use  as  are  the  subject  of  an  amend- 
ment or  supplement  to  such  application  pending  on,  or  filed  after,  the  enactment  date;  and 

(B)  clause  (3)  of  the  first  sentence  of  section  505(e)  of  the  basic  Act,  as  amended  by  this 
Act,  shall  not  apply  to  such  drug  when  intended  solely  for  use  under  conditions  prescribed, 
recommended,  or  suggested  in  labeling  covered  by  such  approved  application  (except  with 
respect  to  such  use,  or  conditions  of  use,  as  are  the  subject  of  an  amendment  or  supplement 
to  such  approved  application,  which  amendment  or  supplement  has  been  approved  after  the 
enactment  date  under  section  505  of  the  basic  Act  as  amended  by  this  Act)  until  whichever 
of  the  following  first  occurs:  (i)  the  expiration  of  the  two-year  period  beginning  with  the 
enactment  date;  (ii)  the  effective  date  of  an  order  under  section  505(e)  of  the  basic  Act,  other 
than  clause  (3)  of  the  first  sentence  of  such  section  505(e),  withdrawing  or  suspending  the 
approval  of  such  application. 

(4)  In  the  case  of  any  drug  which,  on  the  day  immediately  preceding  the  enactment  date,  (A) 
was  commercially  used  or  sold  in  the  United  States,  (B)  was  not  a  new  drug  as  defined  by  sec- 
tion 201(p)  of  the  basic  Act  as  then  in  force,  and  (C)  was  not  covered  by  an  effective  application 
under  section  505  of  that  Act,  the  amendments  to  section  201(p)  made  by  this  Act  shall  not 
apply  to  such  drug  when  intended  solely  for  use  under  conditions  prescribed,  recommended,  or 
suggested  in  labeling  with  respect  to  such  drug  on  that  day. 
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file  with  the  application  the  patent  number  and  the  expiration 
date  of  any  patent  which  claims  the  drug  for  which  the  applicant 
submitted  the  application  or  which  claims  a  method  of  using  such 
drug  and  with  respect  to  which  a  claim  of  patent  infringement 
could  reasonably  be  asseted  if  a  person  not  licensed  by  the  owner 
engaged  in  the  manufacture  use,  or  sale  of  the  drug.  If  a  applica- 
tion is  filed  under  this  subsection  for  a  drug  and  a  patent  which 
claims  such  drug  or  a  method  of  using  such  drug  is  issued  after  the 
filing  date  but  before  approval  of  the  application,  the  applicant 
shall  amend  the  application  to  include  the  information  required  by 
the  preceding  sentence.  Upon  approval  of  the  application,  the  Sec- 
retary shall  publish  information  submitted  under  the  two  preced- 
ing sentences. 

(2)  An  application  submitted  under  paragraph  (1)  for  a  drug  for 
which  the  investigations  described  in  clause  (A)  of  such  paragraph 
and  relied  upon  by  the  applicant  for  approval  of  the  application 
were  not  conducted  by  or  for  the  applicant  and  for  which  the  appli- 
cant has  not  obtained  a  right  of  reference  or  use  from  the  person 
by  or  for  whom  the  investigations  were  conducted  shall  also  in- 
clude— 

(A)  a  certification,  in  the  opinion  of  the  applicant  and  to  the 
best  of  his  knowledge,  with  respect  to  each  patent  which 
claims  the  drug  for  which  such  investigations  were  conducted 
or  which  claims  a  use  for  such  drug  for  which  the  applicant  is 
seeking  approval  under  this  subsection  and  for  which  informa- 
tion is  required  to  be  filed  under  paragraph  (1)  or  subsection 
(O- 

(i)  that  such  patent  information  has  not  been  filed, 

(ii)  that  such  patent  has  expired, 

(iii)  of  the  date  on  which  such  patent  will  expire,  or 

(iv)  that  such  patent  is  invalid  or  will  not  be  infringed 
by  the  manufacture,  use,  or  sale  of  the  new  drug  for  which 
the  application  is  submitted;  and 

(B)  if  with  respect  to  the  drug  for  which  investigations  de- 
scribed in  paragraph  (1)(A)  were  conducted  information  was 
filed  under  paragraph  (1)  or  subsection  (c)  for  a  method  of  use 
patent  which  does  not  claim  a  use  for  which  the  applicant  is 
seeking  approval  under  this  subsection,  a  statement  that  the 
method  of  use  patent  does  not  claim  such  a  use. 

(3)  (A)  An  applicant  who  makes  a  certification  described  in  para- 
graph (2)(A)(iv)  shall  include  in  the  application  a  statement  that 
the  applicant  will  give  the  notice  required  by  subparagraph  (B)  to — 

(i)  each  owner  of  the  patent  which  is  the  subject  of  the  certi- 
fication or  the  representative  of  such  owner  designated  to  re- 
ceive such  notice,  and 

(ii)  the  holder  of  the  approved  application  under  subsection 
(b)  for  the  drug  which  is  claimed  by  the  patent  or  a  use  of 
which  is  claimed  by  the  patent  or  the  representative  of  such 
holder  designated  to  receive  such  notice. 

(B)  The  notice  referred  to  in  subparagraph  (A)  shall  state  that  an 
application  has  been  submitted  under  this  subsection  for  the  drug 
with  respect  to  which  the  certification  is  made  to  obtain  approval 
to  engage  in  the  commercial  manufacture,  use,  or  sale  of  the  drug 
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before  the  expiration  of  the  patent  referred  to  in  the  certification. 
Such  notice  shall  include  a  detailed  statement  of  the  factual  and 
legal  basis  of  the  applicant's  opinion  that  the  patent  is  not  valid  or 
will  not  be  infringed. 

(C)  If  an  application  is  amended  to  include  a  certification  de- 
scribed in  paragraph  (2)(A)(iv),  the  notice  required  by  subparagraph 
(B)  shall  be  given  when  the  amended  application  is  submitted. 

(c)(1)  Within  one  hundred  and  eighty  days  after  the  filing  of  an 
application  under  subsection  (b),  or  such  additional  period  as  may 
be  agreed  upon  by  the  Secretary  and  the  applicant,  the  Secretary 
shall  either — 

(A)  approve  the  application  if  he  then  finds  that  none  of  the 
grounds  for  denying  approval  specified  in  subsection  (d)  ap- 
plies, or 

(B)  give  the  applicant  notice  of  an  opportunity  for  a  hearing 
before  the  Secretary  under  subsection  (d)  on  the  question 
whether  such  application  is  appro vable.  If  the  applicant  elects 
to  accept  the  opportunity  for  hearing  by  written  request  within 
thirty  days  after  such  notice,  such  hearing  shall  commence  not 
more  than  ninety  days  after  the  expiration  of  such  thirty  days 
unless  the  Secretary  and  the  applicant  otherwise  agree.  Any 
such  hearing  shall  thereafter  be  conducted  on  an  expedited 
basis  and  the  Secretary's  order  thereon  shall  be  issued  within 
ninety  days  after  the  date  fixed  by  the  Secretary  for  filing 
final  briefs. 

(2)  If  the  patent  information  described  in  subsection  (b)  could  not 
be  filed  with  the  submission  of  an  application  under  subsection  (b) 
because  the  application  was  filed  before  the  patent  information  was 
required  under  subsection  (b)  or  a  patent  was  issued  after  the  appli- 
cation was  approved  under  such  subsection,  the  holder  of  an  ap- 
proved application  shall  file  with  the  Secretary,  the  patent  number 
and  the  expiration  date  of  any  patent  which  claims  the  drug  for 
which  the  application  was  submitted  or  which  claims  a  method  of 
using  such  drug  and  with  respect  to  which  a  claim  of  patent  in- 
fringement could  reasonably  be  asserted  if  a  person  not  licensed  by 
the  owner  engaged  in  the  manufacture,  use,  or  sale  of  the  drug.  If 
the  holder  of  an  approved  application  could  not  file  patent  informa- 
tion under  subsection  (b)  because  it  was  not  required  at  the  time 
the  application  was  approved,  the  holder  shall  file  such  informa- 
tion under  this  subsection  not  later  than  thirty  days  after  the  date 
of  the  enactment  of  this  sentence,  and  if  the  holder  of  an  approved 
application  could  not  file  patent  information  under  subsection  (b) 
because  no  patent  had  been  issued  when  an  application  was  filed  or 
approved,  the  holder  shall  file  such  information  under  this  subsec- 
tion not  later  than  thirty  days  after  after  the  date  the  patent  in- 
volved is  issued.  Upon  the  submission  of  patent  information  under 
this  subsection,  the  Secretary  shall  publish  it. 

(3)  The  approval  of  an  application  filed  under  subsection  (b) 
which  contains  a  certification  required  by  paragraph  (2)  of  such 
subsection  shall  be  made  effective  on  the  last  applicable  date  deter- 
mined under  the  following: 
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(A)  If  the  applicant  only  made  a  certification  described  in 
clause  (i)  or  (ii)  of  subsection  (b)(2)(A)  or  in  both  such  clauses, 
the  approval  may  be  made  effective  immediately. 

(B)  If  the  applicant  made  a  certification  described  in  clause 

(iii)  of  subsection  (b)(2)(A),  the  approval  may  be  made  effective 
on  the  date  certified  under  clause  (iii). 

(C)  If  the  applicant  made  a  certification  described  in  clause 

(iv)  of  subsection  (b)(2)(A),  the  approval  shall  be  made  effective 
immediately  unless  an  action  is  brought  for  infringement  of  a 
patent  which  is  the  subject  of  the  certification  before  the  expi- 
ration of  forty-five  days  from  the  date  the  notice  provided 
under  paragraph  (3)(B)  is  received.  If  such  an  action  is  brought 
before  the  expiration  of  such  days,  the  approval  may  be  made 
effective  upon  the  expiration  of  the  thirty-month  period  begin- 
ning on  the  date  of  the  receipt  of  the  notice  provided  under 
paragraph  (3)(B)  or  such  shorter  or  longer  period  as  the  court 
may  order  because  either  party  to  the  action  failed  to  reason- 
ably cooperate  in  expediting  the  action,  except  that — 

(i)  if  before  the  expiration  of  such  period  the  court  de- 
cides that  such  patent  is  invalid  or  not  infringed,  the  ap- 
proval may  be  made  effective  on  the  date  of  the  court  deci- 
sion, 

(ii)  if  before  the  expiration  of  such  period,  the  court  de- 
cides that  such  patent  has  been  infringed,  the  approval 
may  be  made  effective  on  such  date  as  the  court  orders 
under  section  271(e)(4)(A)  of  title  35,  United  States  Code,  or 

(iii)  if  before  the  expiration  of  such  period  the  court 
grants  a  preliminary  injunction  prohibiting  the  applicant 
from  engaging  in  the  commercial  manufacture  or  sale  of 
the  drug  until  the  court  decides  the  issues  of  patent  validi- 
ty and  infringement  and  if  the  court  decides  that  such 
patent  is  invalid  or  not  infringed,  the  approval  shall  be 
made  effective  on  the  date  of  such  court  decision. 

In  such  an  action,  each  of  the  parties  shall  reasonably  cooper- 
ate in  expediting  the  action.  Until  the  expiration  of  forty-five 
days  from  the  date  the  notice  made  under  paragraph  (3)(B)  is 
received,  no  action  may  be  brought  under  section  2201  of  title 
28,  United  States  Code,  for  a  declaratory  judgment  with  re- 
spect to  the  patent.  Any  action  brought  under  such  section 
2201  shall  be  brought  in  the  judicial  district  where  the  defend- 
ant has  its  principal  place  of  business  or  a  regular  and  estab- 
lished place  of  business. 

(D)  (i)  If  an  application  (other  than  an  abbreviated  new  drug 
application)  submitted  under  subsection  (b)  for  a  drug,  no 
active  ingredient  (including  any  ester  or  salt  of  the  active  in- 
gredient) of  which  has  been  approved  in  any  other  application 
under  subsection  (b),  was  approved  during  the  period  beginning 
January  1,  1982,  and  ending  on  the  date  of  the  enactment  of 
this  subsection,  the  Secretary  may  not  make  the  approval  of 
another  application  for  a  drug  for  which  the  investigations  de- 
scribed in  clause  (A)  of  subsection  (b)(1)  and  relied  upon  by  the 
applicant  for  approval  of  the  application  were  not  conducted 
by  or  for  the  applicant  and  for  which  the  applicant  has  not  ob- 
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tained  a  right  of  reference  or  use  from  the  person  by  or  for 
whom  the  investigations  were  conducted  effective  before  the 
expiration  of  ten  years  from  the  date  of  the  approval  of  the  ap- 
plication previously  approved  under  subsection  (b). 

(ii)  If  an  application  submitted  under  subsection  (b)  for  a 
drug,  no  active  ingredient  (including  any  ester  or  salt  of  the 
active  ingredient)  of  which  has  been  approved  in  any  other  ap- 
plication under  subsection  (b),  is  approved  after  the  date  of  the 
enactment  of  this  clause,  no  application  which  refers  to  the 
drug  for  which  the  subsection  (b)  application  was  submitted 
and  for  which  the  investigations  described  in  clause  (A)  of  sub- 
section (b)(1)  and  relied  upon  by  the  applicant  for  approval  of 
the  application  were  not  conducted  by  or  for  the  applicant  and 
for  which  the  applicant  has  not  obtained  a  right  of  reference  or 
use  from  the  person  by  or  for  whom  the  investigations  were 
conducted  may  be  submitted  under  subsection  (b)  before  the  ex- 
piration of  five  years  from  the  date  of  the  approval  of  the  ap- 
plication under  subsection  (b),  except  that  such  an  application 
may  be  submitted  under  subsection  (b)  after  the  expiration  of 
four  years  from  the  date  of  the  approval  of  the  subsection  (b) 
application  if  it  contains  a  certification  of  patent  invalidity  or 
noninfringement  described  in  clause  (iv)  of  subsection  (b)(2)(A). 
The  approval  of  such  an  application  shall  be  made  effective  in 
accordance  with  this  paragraph  except  that,  if  an  action  for 
patent  infringement  is  commenced  during  the  one-year  period 
beginning  forty-eight  months  after  the  date  of  the  approval  of 
the  subsection  (b)  application,  the  thirty-month  period  referred 
to  in  subparagraph  (C)  shall  be  extended  by  such  amount  of 
time  (if  any)  which  is  required  for  seven  and  one-half  years  to 
have  elapsed  from  the  date  of  approval  of  the  subsection  (b)  ap- 
plication. 

(iii)  If  an  application  submitted  under  subsection  (b)  for  a 
drug,  which  includes  an  active  ingredient  (including  any  ester 
or  salt  of  the  active  ingredient)  that  has  been  approved  in  an- 
other application  approved  under  subsection  (b),  is  approved 
after  the  date  of  the  enactment  of  this  clause  and  if  such  appli- 
cation contains  reports  of  new  clinical  investigations  (other 
than  bioavailability  studies)  essential  to  the  approval  of  the  ap- 
plication and  conducted  or  sponsored  by  the  applicant,  the  Sec- 
retary may  not  make  the  approval  of  an  application  submitted 
under  subsection  (b)  for  the  conditions  of  approval  of  such  drug 
in  the  approved  subsection  (b)  application  effective  before  the 
expiration  of  three  years  from  the  date  of  the  approval  of  the 
application  under  subsection  (b)  if  the  investigations  described 
in  clause  (A)  of  subsection  (b)(1)  and  relied  upon  by  the  appli- 
cant for  approval  of  the  application  were  not  conducted  by  or 
for  the  applicant  and  if  the  applicant  has  not  obtained  a  right 
of  reference  or  use  from  the  person  by  or  for  whom  the  investi- 
gations were  conducted. 

(iv)  If  a  supplement  to  an  application  approved  under  subsec- 
tion (b)  is  approved  after  the  date  of  enactment  of  this  clause 
and  the  supplement  contains  reports  of  new  clinical  investiga- 
tions (other  than  bioavailability  studies)  essential  to  the  ap- 
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proval  of  the  supplement  and  conducted  or  sponsored  by  the 
person  submitting  the  supplement,  the  Secretary  may  not 
make  the  approval  of  an  application  submitted  under  subsec- 
tion (b)  for  a  change  approved  in  the  supplement  effective 
before  the  expiration  of  three  years  from  the  date  of  the  ap- 
proval of  the  supplement  under  subsection  (b)  if  the  investiga- 
tions described  in  clause  (A)  of  subsection  (b)(1)  and  relied  upon 
by  the  applicant  for  approval  of  the  application  were  not  con- 
ducted by  or  for  the  applicant  and  if  the  applicant  has  not  ob- 
tained a  right  of  reference  or  use  from  the  person  by  or  for 
whom  the  investigations  were  conducted. 

(v)  If  an  application  (or  supplement  to  an  application)  sub- 
mitted under  subsection  (b)  for  a  drug,  which  includes  an 
active  ingredient  (including  any  ester  or  salt  of  the  active  in- 
gredient) that  has  been  approved  in  another  application  under 
subsection  (b),  was  approved  during  the  period  beginning  Janu- 
ary 1,  1982,  and  ending  on  the  date  of  the  enactment  of  this 
clause,  the  Secretary  may  not  make  the  approval  of  an  applica- 
tion submitted  under  this  subsection  and  for  which  the  investi- 
gations described  in  clause  (A)  of  subsection  (b)(1)  and  relied 
upon  by  the  applicant  for  approval  of  the  application  were  not 
conducted  by  or  for  the  applicant  and  for  which  the  applicant 
has  not  obtained  a  right  of  reference  or  use  from  the  person  by 
or  for  whom  the  investigations  were  conducted  and  which 
refers  to  the  drug  for  which  the  subsection  (b)  application  was 
submitted  effective  before  the  expiration  of  two  years  from  the 
date  of  enactment  of  this  clause, 
(d)  If  the  Secretary  finds,  after  due  notice  to  the  applicant  in  ac- 
cordance with  subsection  (c)  and  giving  him  an  opportunity  for  a 
hearing,  in  accordance  with  said  subsection,  that  (1)  the  investiga- 
tions, reports  of  which  are  required  to  be  submitted  to  the  Secre- 
tary pursuant  to  subsection  (b),  do  not  include  adequate  tests  by  all 
methods  reasonably  applicable  to  show  whether  or  not  such  drug  is 
safe  for  use  under  the  conditions  prescribed,  recommended,  or  sug- 
gested in  the  proposed  labeling  thereof;  (2)  the  results  of  such  tests 
show  that  such  drug  is  unsafe  for  use  under  such  conditions  or  do 
not  show  that  such  drug  is  safe  for  use  under  such  conditions;  (3) 
the  methods  used  in,  and  the  facilities  and  controls  used  for,  the 
manufacture,  processing,  and  packing  of  such  drug  are  inadequate 
to  preserve  its  identity,  strength,  quality,  and  purity;  (4)  upon  the 
basis  of  the  information  submitted  to  him  as  part  of  the  applica- 
tion, or  upon  the  basis  of  any  other  information  before  him  with 
respect  to  such  drug,  he  has  insufficient  information  to  determine 
whether  such  drug  is  safe  for  use  under  such  conditions;  or  (5)  eval- 
uated on  the  basis  of  the  information  submitted  to  him  as  part  of 
the  application  and  any  other  information  before  him  with  respect 
to  such  drug,  there  is  a  lack  of  substantial  evidence  that  the  drug 
will  have  the  effect  it  purports  or  is  represented  to  have  under  the 
conditions  of  use  prescribed,  recommended,  or  suggested  in  the  pro- 
posed labeling  thereof;  or  (6)  the  application  failed  to  contain  the 
patent  information  prescribed  by  subsection  (b);  or  (7)  based  on  a 
fair  evaluation  of  all  material  facts,  such  labeling  is  false  or  mis- 
leading in  any  particular;  he  shall  issue  an  order  refusing  to  ap- 
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prove  the  application.  If,  after  such  notice  and  opportunity  for 
hearing,  the  Secretary  finds  that  clauses  (1)  through  (6)  do  not 
apply,  he  shall  issue  an  order  approving  the  application.  As  used  in 
this  subsection  and  subsection  (e),  the  term  "substantial  evidence" 
means  evidence  consisting  of  adequate  and  well-controlled  investi- 
gations, including  clinical  investigations,  by  experts  qualified  by 
scientific  training  and  experience  to  evaluate  the  effectiveness  of 
the  drug  involved,  on  the  basis  of  which  it  could  fairly  and  respon- 
sibly be  concluded  by  such  experts  that  the  drug  will  have  the 
effect  it  purports  or  is  represented  to  have  under  the  conditions  of 
use  prescribed,  recommended,  or  suggested  in  the  labeling  or  pro- 
posed labeling  thereof. 

(e)  The  Secretary  shall,  after  due  notice  and  opportunity  for 
hearing  to  the  applicant,  withdraw  approval  of  an  application  with 
respect  to  any  drug  under  this  section  if  the  Secretary  finds  (1)  that 
clinical  or  other  experience,  tests,  or  other  scientific  data  show  that 
such  drug  is  unsafe  for  use  under  the  conditions  of  use  upon  the 
basis  of  which  the  application  was  approved;  (2)  that  new  evidence 
of  clinical  experience,  not  contained  in  such  application  or  not 
available  to  the  Secretary  until  after  such  application  was  ap- 
proved, or  tests  by  new  methods,  or  tests  by  methods  not  deemed 
reasonably  applicable  when  such  application  was  approved,  evalu- 
ated together  with  the  evidence  available  to  the  Secretary  when 
the  application  was  approved,  shows  that  such  drug  is  not  shown  to 
be  safe  for  use  under  the  conditions  of  use  upon  the  basis  of  which 
the  application  was  approved;  or  (3)  on  the  basis  of  new  informa- 
tion before  him  with  respect  to  such  drug,  evaluated  together  with 
the  evidence  available  to  him  when  the  application  was  approved, 
that  there  is  a  lack  of  substantial  evidence  that  the  drug  will  have 
the  effect  it  purports  or  is  represented  to  have  under  the  conditions 
of  use  prescribed,  recommended,  or  suggested  in  the  labeling  there- 
of; or  (4)  the  patent  information  prescribed  by  subsection  (c)  was 
not  filed  within  thirty  days  after  the  receipt  of  written  notice  from 
the  Secretary  specifying  the  failure  to  file  such  information;  or  (5) 
that  the  application  contains  any  untrue  statement  of  a  material 
fact:  Provided,  That  if  the  Secretary  (or  in  his  absence  the  officer 
acting  as  Secretary)  finds  that  there  is  an  imminent  hazard  to  the 
public  health,  he  may  suspend  the  approval  of  such  application  im- 
mediately, and  give  the  applicant  prompt  notice  of  his  action  and 
afford  the  applicant  the  opportunity  for  an  expedited  hearing 
under  this  subsection;  but  the  authority  conferred  by  this  proviso 
to  suspend  the  approval  of  an  application  shall  not  be  delegated. 
The  Secretary  may  also,  after  due  notice  and  opportunity  for  hear- 
ing to  the  applicant,  withdraw  the  approval  of  an  application  sub- 
mitted under  subsection  (b)  or  (j)  with  respect  to  any  drug  under 
this  section  if  the  Secretary  finds  (1)  that  the  applicant  has  failed 
to  establish  a  system  for  maintaining  required  records,  or  has  re- 
peatedly or  deliberately  failed  to  maintain  such  records  or  to  make 
required  reports,  in  accordance  with  a  regulation  or  order  under 
subsection  (k)  or  to  comply  with  the  notice  requirements  of  section 
510(k)(2),  or  the  applicant  has  refused  to  permit  access  to,  or  copy- 
ing or  verification  of,  such  records  as  required  by  paragraph  (2)  of 
such  subsection;  or  (2)  that  on  the  basis  of  new  information  before 
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him,  evaluated  together  with  the  evidence  before  him  when  the  ap- 
plication was  approved,  the  methods  used  in,  or  the  facilities  and 
controls  used  for,  the  manufacture,  processing,  and  packing  of  such 
drug  are  inadequate  to  assure  and  preserve  its  identity,  strength, 
quality,  and  purity  and  were  not  made  adequate  within  a  reasona- 
ble time  after  receipt  of  written  notice  from  the  Secretary  specify- 
ing the  matter  complained  of;  or  (3)  that  on  the  basis  of  new  infor- 
mation before  him,  evaluated  together  with  the  evidence  before 
him  when  the  application  was  approved,  the  labeling  of  such  drug, 
based  on  a  fair  evaluation  of  all  material  facts,  is  false  or  mislead- 
ing in  any  particular  and  was  not  corrected  within  a  reasonable 
time  after  receipt  of  written  notice  from  the  Secretary  specifying 
the  matter  complained  of.  Any  order  under  this  subsection  shall 
state  the  findings  upon  which  it  is  based. 

(f)  Whenever  the  Secretary  finds  that  the  facts  so  require,  he 
shall  revoke  any  previous  order  under  subsection  (d)  or  (e)  refusing, 
withdrawing,  or  suspending  approval  of  an  application  and  shall 
approve  such  application  or  reinstate  such  approval,  as  may  be  ap- 
propriate. 

(g)  Orders  of  the  Secretary  issued  under  this  section  shall  be 
served  (1)  in  person  by  any  officer  or  employee  of  the  Department 
designated  by  the  Secretary  or  (2)  by  mailing  the  order  by  regis- 
tered mail  or  by  certified  mail  addressed  to  the  applicant  or  re- 
spondent at  his  last-known  address  in  the  records  of  the  Secretary. 

(h)  1  An  appeal  may  be  taken  by  the  applicant  from  an  order  of 
the  Secretary  refusing  or  withdrawing  approval  of  an  application 
under  this  section.  Such  appeal  shall  be  taken  by  filing  in  the 
United  States  court  of  appeals  for  the  circuit  wherein  such  appli- 
cant resides  or  has  his  principal  place  of  business,  or  in  the  United 
States  Court  of  Appeals  for  the  District  of  Columbia  Circuit,  within 
sixty  days  after  the  entry  of  such  order,  a  written  petition  praying 
that  the  order  of  the  Secretary  be  set  aside.  A  copy  of  such  petition 
shall  be  forthwith  transmitted  by  the  clerk  of  the  court  to  the  Sec- 
retary, or  any  officer  designated  by  him  for  that  purpose,  and 
thereupon  the  Secretary  shall  certify  and  file  in  the  court  the 
record  upon  which  the  order  complained  of  was  entered,  as  provid- 
ed in  section  2112  of  title  28,  United  States  Code.  Upon  the  filing  of 
such  petition  such  court  shall  have  exclusive  jurisdiction  to  affirm 
or  set  aside  such  order,  except  that  until  the  filing  of  the  record 
the  Secretary  may  modify  or  set  aside  his  order.  No  objection  to 
the  order  of  the  Secretary  shall  be  considered  by  the  court  unless 
such  objection  shall  have  been  urged  before  the  Secretary  or  unless 
there  were  reasonable  grounds  for  failure  so  to  do.  The  finding  of 
the  Secretary  as  to  the  facts,  if  supported  by  substantial  evidence, 
shall  be  conclusive.  If  any  person  shall  apply  to  the  court  for  leave 
to  adduce  additional  evidence,  and  shall  show  to  the  satisfaction  of 
the  court  that  such  additional  evidence  is  material  and  that  there 
were  reasonable  grounds  for  failure  to  adduce  such  evidence  in  the 
proceeding  before  the  Secretary,  the  court  may  order  such  addition- 
al evidence  to  be  taken  before  the  Secretary  and  to  be  adduced 


1  This  amendment  shall  not  apply  to  any  appeal  taken  prior  to  the  date  of  enactment  of  the 
Drug  Amendments  of  1962,  enacted  Oct.  10,  1962. 
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upon  the  hearing  in  such  manner  and  upon  such  terms  and  condi- 
tions as  to  the  court  may  seem  proper.  The  Secretary  may  modify 
his  findings  as  to  the  facts  by  reason  of  the  additional  evidence  so 
taken,  and  he  shall  file  with  the  court  such  modified  findings 
which,  if  supported  by  substantial  evidence,  shall  be  conclusive, 
and  his  recommendation,  if  any,  for  the  setting  aside  of  the  origi- 
nal order.  The  judgment  of  the  court  affirming  or  setting  aside  any 
such  order  of  the  Secretary  shall  be  final,  subject  to  review  by  the 
Supreme  Court  of  the  United  States  upon  certiorari  or  certification 
as  provided  in  section  1254  of  title  28  of  the  United  States  Code. 
The  commencement  of  proceedings  under  this  subsection  shall  not, 
unless  specifically  ordered  by  the  court  to  the  contrary,  operate  as 
a  stay  of  the  Secretary's  order. 

(i)  The  Secretary  shall  promulgate  regulations  for  exempting 
from  the  operation  of  the  foregoing  subsections  of  this  section 
drugs  intended  solely  for  investigational  use  by  experts  qualified  by 
scientific  training  and  experience  to  investigate  the  safety  and  ef- 
fectiveness of  drugs.  Such  regulations  may,  within  the  discretion  of 
the  Secretary,  among  other  conditions  relating  to  the  protection  of 
the  public  health,  provide  for  conditioning  such  exemption  upon — 

(1)  the  submission  to  the  Secretary,  before  any  clinical  test- 
ing of  a  new  drug  is  undertaken,  of  reports,  by  the  manufac- 
turer or  the  sponsor  of  the  investigation  of  such  drug,  or  pre- 
clinical tests  (including  tests  on  animals)  of  such  drug  adequate 
to  justify  the  proposed  clinical  testing; 

(2)  the  manufacturer  or  the  sponsor  of  the  investigation  of  a 
new  drug  proposed  to  be  distributed  to  investigators  for  clinical 
testing  obtaining  a  signed  agreement  from  each  of  such  investi- 
gators that  patients  to  whom  the  drug  is  administered  will  be 
under  his  personal  supervision,  or  under  the  supervision  of  in- 
vestigators responsible  to  him,  and  that  he  will  not  supply 
such  drug  to  any  other  investigator,  or  to  clinics,  for  adminis- 
tration to  human  beings;  and 

(3)  the  establishment  and  maintenance  of  such  records,  and 
the  making  of  such  reports  to  the  Secretary,  by  the  manufac- 
turer or  the  sponsor  of  the  investigation  of  such  drug,  of  data 
(including  but  not  limited  to  analytical  reports  by  investiga- 
tors) obtained  as  the  result  of  such  investigational  use  of  such 
drug,  as  the  Secretary  finds  will  enable  him  to  evaluate  the 
safety  and  effectiveness  of  such  drug  in  the  event  of  the  filing 
of  an  application  pursuant  to  subsection  (b). 

Such  regulations  shall  provide  that  such  exemption  shall  be  condi- 
tioned upon  the  manufacturer,  or  the  sponsor  of  the  investigation, 
requiring  that  experts  using  such  drugs  for  investigational  pur- 
poses certify  to  such  manufacturer  or  sponsor  that  they  will  inform 
any  human  beings  to  whom  such  drugs,  or  any  controls  used  in 
connection  therewith,  are  being  administered,  or  their  representa- 
tives, that  such  drugs  are  being  used  for  investigational  purposes 
and  will  obtain  the  consent  of  such  human  beings  or  their  repre- 
sentatives, except  where  they  deem  it  not  feasible  or,  in  their  pro- 
fessional judgment,  contrary  to  the  best  interests  of  such  human 
beings.  Nothing  in  this  subsection  shall  be  construed  to  require  any 
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clinical  investigator  to  submit  directly  to  the  Secretary  reports  on 
the  investigational  use  of  drugs. 

(j)(l)  Any  person  may  file  with  the  Secretary  an  abbreviated  ap- 
plication for  the  approval  of  a  new  drug. 
(2)(A)  An  abbreviated  application  for  a  new  drug  shall  contain — 
(i)  information  to  show  that  the  conditions  of  use  prescribed, 
recommended,  or  suggested  in  the  labeling  proposed  for  the 
new  drug  have  been  previously  approved  for  a  drug  listed 
under  paragraph  (6)  (hereinafter  in  this  subsection  referred  to 
as  a  "listed  drug"); 

(h)(1)  if  the  listed  drug  referred  to  in  clause  (i)  has  only  one 
active  ingredient,  information  to  show  that  the  active  ingredi- 
ent of  the  new  drug  is  the  same  as  that  of  the  listed  drug; 

(II)  if  the  listed  drug  referred  to  in  clause  (i)  has  more  than 
one  active  ingredient,  information  to  show  that  the  active  in- 
gredients of  the  new  drug  are  the  same  as  those  of  the  listed 
drug,  or 

(III)  if  the  listed  drug  referred  to  in  clause  (i)  has  more  than 
one  active  ingredient  and  if  one  of  the  active  ingredients  of  the 
new  drug  is  different  and  the  application  is  filed  pursuant  to 
the  approval  of  a  petition  filed  under  subparagraph  (C),  infor- 
mation to  show  that  the  other  active  ingredients  of  the  new 
drug  are  the  same  as  the  active  ingredients  of  the  listed  drug, 
information  to  show  that  the  different  active  ingredient  is  an 
active  ingredient  of  a  listed  drug  or  of  a  drug  which  does  not 
meet  the  requirements  of  section  201(p),  and  such  other  infor- 
mation respecting  the  different  active  ingredient  with  respect 
to  which  the  petition  was  filed  as  the  Secretary  may  require; 

(iii)  information  to  show  that  the  route  of  administration,  the 
dosage  form,  and  the  strength  of  the  new  drug  are  the  same  as 
those  of  the  listed  drug  referred  to  in  clause  (i),  or,  if  the  route 
of  administration,  the  dosage  form,  or  the  strength  of  the  new 
drug  is  different  and  the  application  is  filed  pursuant  to  the 
approval  of  a  petition  filed  under  subparagraph  (C),  such  infor- 
mation respecting  the  route  of  administration,  dosage  form,  or 
strength  with  respect  to  which  the  petition  was  filed  as  the 
Secretary  may  require; 

(iv)  information  to  show  that  the  new  drug  is  bioequivalent 
to  the  listed  drug  referred  to  in  clause  (i),  except  that  if  the 
application  is  filed  pursuant  to  the  approval  of  a  petition  filed 
under  subparagraph  (C),  information  to  show  that  the  active 
ingredients  of  the  new  drug  are  of  the  same  pharmacological 
or  therapeutic  class  as  those  of  the  listed  drug  referred  to  in 
clause  (i)  and  the  new  drug  can  be  expected  to  have  the  same 
therapeutic  effect  as  the  listed  drug  when  administered  to  pa- 
tients for  a  condition  of  use  referred  to  in  clause  (i); 

(v)  information  to  show  that  the  labeling  proposed  for  the 
new  drug  is  the  same  as  the  labeling  approved  for  the  listed 
drug  referred  to  in  clause  (i)  except  for  changes  required  be- 
cause of  differences  approved  under  a  petition  filed  under  sub- 
paragraph (C)  or  because  the  new  drug  and  the  listed  drug  are 
produced  or  distributed  by  different  manufacturers; 
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(vi)  the  items  specified  in  clauses  (B)  through  (F)  of  subsec- 
tion (b)(1); 

(vii)  a  certification,  the  opinion  of  the  applicant  and  to  the 
best  of  his  knowledge,  with  respect  to  each  patent  which 
claims  the  listed  drug  referred  to  in  clause  (i)  or  which  claims 
a  use  for  such  listed  drug  for  which  the  applicant  is  seeking 
approval  under  this  subsection  and  for  which  information  is  re- 
quired to  be  filed  under  subsection  (b)  or  (c) — 

(I)  that  such  patent  information  has  not  been  filed, 

(II)  that  such  patent  has  expired, 

(III)  of  the  date  on  which  such  patent  will  expire,  or 

(IV)  that  such  patent  is  invalid  or  will  not  be  infringed 
by  the  manufacture,  use,  or  sale  of  the  new  drug  for  which 
the  application  is  submitted;  and 

(viii)  if  with  respect  to  the  listed  drug  referred  to  in  clause  (i) 
information  was  filed  under  subsection  (b)  or  (c)  for  a  method 
of  use  patent  which  does  not  claim  a  use  for  which  the  appli- 
cant is  seeking  approval  under  this  subsection,  a  statement 
that  the  method  of  use  patent  does  not  claim  such  a  use. 

The  Secretary  may  not  require  that  an  abbreviated  application  con- 
tain information  in  addition  to  that  required  by  clauses  (i)  through 
(viii). 

(B)  (i)  An  applicant  who  makes  a  certification  described  in  sub- 
paragraph (A)(vii)(IV)  shall  include  in  the  application  a  statement 
that  the  applicant  will  give  the  notice  required  by  clause  (ii)  to — 

(I)  each  owner  of  the  patent  which  is  the  subject  of  the  certi- 
fication or  the  representative  of  such  owner  designated  to  re- 
ceive such  notice,  and 

(II)  the  holder  of  the  approved  application  under  subsection 
(b)  for  the  drug  which  is  claimed  by  the  patent  or  a  use  of 
which  is  claimed  by  the  patent  or  the  representative  of  such 
holder  designated  to  receive  such  notice. 

(ii)  The  notice  referred  to  in  clause  (i)  shall  state  that  an  applica- 
tion, which  contains  data  from  bioavailability  or  bioequivalence 
studies,  has  been  submitted  under  this  subsection  for  the  drug  with 
respect  to  which  the  certification  is  made  to  obtain  approval  to 
engage  in  the  commercial  manufacture,  use,  or  sale  of  such  drug 
before  the  expiration  of  the  patent  referred  to  in  the  certification. 
Such  notice  shall  include  a  detailed  statement  of  the  factual  and 
legal  basis  of  the  applicant's  opinion  that  the  patent  is  not  valid  or 
will  not  be  infringed. 

(iii)  If  an  application  is  amended  to  include  a  certification  de- 
scribed in  subparagraph  (A)(vii)(IV),  the  notice  required  by  clause 
(ii)  shall  be  given  when  the  amended  application  is  submitted. 

(C)  If  a  person  wants  to  submit  an  abbreviated  application  for  a 
new  drug  which  has  a  different  active  ingredient  or  whose  route  of 
administration,  dosage  form,  or  strength  differ  from  that  of  a  listed 
drug,  such  person  shall  submit  a  petition  to  the  Secretary  seeking 
permission  to  file  such  an  application.  The  Secretary  shall  approve 
or  disapprove  a  petition  submitted  under  this  subparagraph  within 
ninety  days  of  the  date  the  petition  is  submitted.  The  Secretary 
shall  approve  such  a  petition  unless  the  Secretary  finds — 


77 


FEDERAL  FOOD,  DRUG,  AND  COSMETIC  ACT 


Sec.  505 


(i)  that  investigations  must  be  conducted  to  show  the  safety 
and  effectiveness  of  the  drug  or  of  any  of  its  active  ingredients, 
the  route  of  administration,  the  dosage  form,  or  strength  which 
differ  from  the  listed  drug;  or 

(ii)  that  any  drug  with  a  different  active  ingredient  may  not 
be  adequately  evaluated  for  approval  as  safe  and  effective  on 
the  basis  of  the  information  required  to  be  submitted  in  an  ab- 
breviated application. 

(3)  Subject  to  paragraph  (4),  the  Secretary  shall  approve  an  appli- 
cation for  a  drug  unless  the  Secretary  finds — 

(A)  the  methods  used  in,  or  the  facilities  and  controls  used 
for,  the  manufacture,  processing,  and  packing  of  the  drug  are 
inadequate  to  assure  and  preserve  its  identity,  strength,  qual- 
ity, and  purity; 

(B)  information  submitted  with  the  application  is  insufficient 
to  show  that  each  of  the  proposed  conditions  of  use  have  been 
previously  approved  for  the  listed  drug  referred  to  in  the  appli- 
cation; 

(C)  (i)  if  the  listed  drug  has  only  one  active  ingredient,  infor- 
mation submitted  with  the  application  is  insufficient  to  show 
that  the  active  ingredient  is  the  same  as  that  of  the  listed 
drug; 

(ii)  if  the  listed  drug  has  more  than  one  active  ingredient,  in- 
formation submitted  with  the  application  is  insufficient  to 
show  that  the  active  ingredients  are  the  same  as  the  active  in- 
gredients of  the  listed  drug,  or 

(iii)  if  the  listed  drug  has  more  than  one  active  ingredient 
and  if  the  application  is  for  a  drug  which  has  an  active  ingredi- 
ent different  from  the  listed  drug,  information  submitted  with 
the  application  is  insufficient  to  show — 

(I)  that  the  other  active  ingredients  are  the  same  as  the 
active  ingredients  of  the  listed  drug,  or 

(II)  that  the  different  active  ingredient  is  an  active  in- 
gredient of  a  listed  drug  or  a  drug  which  does  not  meet  the 
requirements  of  section  201(p). 

or  no  petition  to  file  an  application  for  the  drug  with  the  dif- 
ferent ingredient  was  approved  under  paragraph  (2)(C); 

(D)  (i)  if  the  application  is  for  a  drug  whose  route  of  adminis- 
tration, dosage  form,  or  strength  of  the  drug  is  the  same  as  the 
route  of  administration,  dosage  form,  or  strength  of  the  listed 
drug  referred  to  in  the  application,  information  submitted  in 
the  application  is  insufficient  to  show  that  the  route  of  admin- 
istration, dosage  form,  or  strength  is  the  same  as  that  of  the 
listed  drug,  or 

(ii)  if  the  application  is  for  a  drug  whose  route  of  administra- 
tion, dosage  form,  or  strength  of  the  drug  is  different  from  that 
of  the  listed  drug  referred  to  in  the  application,  no  petition  to 
file  an  application  for  the  drug  with  the  different  route  of  ad- 
ministration, dosage  form,  or  strength  was  approved  under 
paragraph  (2)(C); 

(E)  if  the  application  was  filed  pursuant  to  the  approval  of  a 
petition  under  paragraph  (2)(C),  the  application  did  not  contain 
the  information  required  by  the  Secretary  respecting  the  active 
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ingredient,  route  of  administration,  dosage  form,  or  strength 
which  is  not  the  same; 

(F)  information  submitted  in  the  application  is  insufficient  to 
show  that  the  drug  is  bioequivalent  to  the  listed  drug  referred 
to  in  the  application  or,  if  the  application  was  filed  pursuant  to 
a  petition  approved  under  paragraph  (2)(C)  information  submit- 
ted in  the  application  is  insufficient  to  show  that  the  active  in- 
gredients of  the  new  drug  are  of  the  same  pharmacological  or 
therapeutic  class  as  those  of  the  listed  drug  referred  to  in  para- 
graph (2)(A)(i)  and  that  the  new  drug  can  be  expected  to  have 
the  same  therapeutic  effect  as  the  listed  drug  when  adminis- 
tered to  patients  for  a  condition  of  use  referred  to  in  such  para- 
graph; 

(G)  information  submitted  in  the  application  is  insufficient  to 
show  that  the  labeling  proposed  for  the  drug  is  the  same  as  the 
labeling  approved  for  the  listed  drug  referred  to  in  the  applica- 
tion except  for  changes  required  because  of  differences  ap- 
proved under  a  petition  filed  under  paragraph  (2)(C)  or  because 
the  drug  and  the  listed  drug  are  produced  or  distributed  by  dif- 
ferent manufacturers; 

(H)  information  submitted  in  the  application  or  any  other  in- 
formation available  to  the  Secretary  shows  that  (i)  the  inactive 
ingredients  of  the  drug  are  unsafe  for  use  under  the  conditions 
prescribed,  recommended,  or  suggested  in  the  labeling  pro- 
posed for  the  drug,  or  (ii)  the  composition  of  the  drug  is  unsafe 
under  such  conditions  because  of  the  type  or  quantity  of  inac- 
tive ingredients  included  or  the  manner  in  which  the  inactive 
ingredients  are  included; 

(I)  the  approval  under  subsection  (c)  of  the  listed  drug  re- 
ferred to  in  the  application  under  this  subsection  has  been 
withdrawn  or  suspended  for  grounds  described  in  the  first  sen- 
tence of  subsection  (e),  the  Secretary  has  published  a  notice  of 
opportunity  for  hearing  to  withdraw  approval  of  the  listed 
drug  under  subsection  (c)  for  grounds  described  in  the  first  sen- 
tence of  subsection  (e),  the  approval  under  this  subsection  of 
the  listed  drug  referred  to  in  the  application  under  this  subsec- 
tion has  been  withdrawn  or  suspended  under  paragraph  (5),  or 
the  Secretary  has  determined  that  the  listed  drug  has  been 
withdrawn  from  sale  for  safety  or  effectiveness  reasons; 

(J)  the  application  does  not  meet  any  other  requirement  of 
paragraph  (2)(A);  or 

(K)  the  application  contains  an  untrue  statement  of  material 
fact. 

(4)(A)  Within  one  hundred  and  eighty  days  of  the  initial  receipt 
of  an  application  under  paragraph  (2)  or  within  such  additional 
period  as  may  be  agreed  upon  by  the  Secretary  and  the  applicant, 
the  Secretary  shall  approve  or  disapprove  the  application. 

(B)  The  approval  of  an  application  submitted  under  paragraph  (2) 
shall  be  made  effective  on  the  last  applicable  date  determined 
under  the  following: 

(i)  If  the  applicant  only  made  a  certification  described  in  sub- 
clause (I)  or  (II)  of  paragraph  (2)(A)(vii)  or  in  both  such  sub- 
clauses, the  approval  may  be  made  effective  immediately. 
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(ii)  If  the  applicant  made  a  certification  described  in  sub- 
clause (III)  of  paragraph  (2)(A)(vii),  the  approval  may  be  made 
effective  on  the  date  certified  under  subclause  (III). 

(iii)  If  the  applicant  made  a  certification  described  in  sub- 
clause (IV)  of  paragraph  (2)(A)(vii),  the  approval  shall  be  made 
effective  immediately  unless  an  action  is  brought  for  infringe- 
ment of  a  patent  which  is  the  subject  of  the  certification  before 
the  expiration  of  forty-five  days  from  the  date  the  notice  pro- 
vided under  paragraph  (2)(B)(i)  is  received.  If  such  an  action  is 
brought  before  the  expiration  of  such  days,  the  approval  shall 
be  made  effective  upon  the  expiration  of  the  thirty-month 
period  beginning  on  the  date  of  the  receipt  of  the  notice  provid- 
ed under  paragraph  (2)(B)(i)  or  such  shorter  or  longer  period  as 
the  court  may  order  because  either  party  to  the  action  failed  to 
reasonably  cooperate  in  expediting  the  action,  except  that — 

(I)  if  before  the  expiration  of  such  period  the  court  de- 
cides that  such  patent  is  invalid  or  not  infringed,  the  ap- 
proval shall  be  made  effective  on  the  date  of  the  court  de- 
cision. 

(II)  if  before  the  expiration  of  such  period  the  court  de- 
cides that  such  patent  has  been  infringed,  the  approval 
shall  be  made  effective  on  such  date  as  the  court  orders 
under  section  271(e)(4)(A)  of  title  35,  United  States  Code,  or 

(III)  if  before  the  expiration  of  such  period  the  court 
grants  a  preliminary  injunction  prohibiting  the  applicant 
from  engaging  in  the  commercial  manufacture  or  sale  of 
the  drug  until  the  court  decides  the  issues  of  patent  validi- 
ty and  infringement  and  if  the  court  decides  that  such 
patent  is  invalid  or  not  infringed,  the  approval  shall  be 
made  effective  on  the  date  of  such  court  decision. 

In  such  an  action,  each  of  the  parties  shall  reasonably  cooper- 
ate in  expediting  the  action.  Until  the  expiration  of  forty-five 
days  from  the  date  the  notice  made  under  paragraph  (2)(B)(i)  is 
received,  no  action,  may  be  brought  under  section  2201  of  title 
28,  United  States  Code,  for  a  declaratory  judgment  with  re- 
spect to  the  patent.  Any  action  brought  under  section  2201 
shall  be  brought  in  the  judicial  district  where  the  defendant 
has  its  principal  place  of  business  or  a  regular  and  established 
place  of  business. 

(iv)  If  the  application  contains  a  certification  described  in 
subclause  (IV)  of  paragraph  (2)(A)(vii)  and  is  for  a  drug  for 
which  a  previous  application  has  been  submitted  under  this 
subsection  continuing  such  a  certification,  the  application  shall 
be  made  effective  not  earlier  than  one  hundred  and  eighty 
days  after — 

(I)  the  date  the  Secretary  receives  notice  from  the  appli- 
cant under  the  previous  application  of  the  first  commercial 
marketing  of  the  drug  under  the  previous  application,  or 

(II)  the  date  of  a  decision  of  a  court  in  action  described 
in  clause  (ii)  holding  the  patent  which  is  the  subject  of  the 
certification  to  be  invalid  or  not  infringed, 

whichever  is  earlier. 
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(C)  If  the  Secretary  decides  to  disapprove  an  application,  the  Sec- 
retary shall  give  the  applicant  notice  of  an  opportunity  for  a  hear- 
ing before  the  Secretary  on  the  question  of  whether  such  applica- 
tion is  approvable.  If  the  applicant  elects  to  accept  the  opportunity 
for  hearing  by  written  request  within  thirty  days  after  such  notice, 
such  hearing  shall  commence  not  more  than  ninety  days  after  the 
expiration  of  such  thirty  days  unless  the  Secretary  and  the  appli- 
cant otherwise  agree.  Any  such  hearing  shall  thereafter  be  con- 
ducted on  an  expedited  basis  and  the  Secretary's  order  thereon 
shall  be  issued  within  ninety  days  after  the  date  fixed  by  the  Secre- 
tary for  filing  final  briefs. 

(D)  (i)  If  an  application  (other  than  an  abbreviated  new  drug  ap- 
plication) submitted  under  subsection  (b)  for  a  drug,  no  active  in- 
gredient (including  any  ester  or  salt  of  the  active  ingredient)  of 
which  has  been  approved  in  any  other  application  under  subsection 
(b),  was  approved  during  the  period  beginning  January  1,  1982,  and 
ending  on  the  date  of  the  enactment  of  this  subsection,  the  Secre- 
tary may  not  make  the  approval  of  an  application  submitted  under 
this  subsection  which  refers  to  the  drug  for  which  the  subsection 
(b)  application  was  submitted  effective  before  the  expiration  of  ten 
years  from  the  date  of  the  approval  of  the  application  under  sub- 
section (b). 

(ii)  If  an  application  submitted  under  subsection  (b)  for  a  drug,  no 
active  ingredient  (including  any  ester  or  salt  of  the  active  ingredi- 
ent) of  which  has  been  approved  in  any  other  application  under 
subsection  (b),  is  approved  after  the  date  of  the  enactment  of  this 
subsection,  no  application  may  be  submitted  under  this  subsection 
which  refers  to  the  drug  for  which  the  subsection  (b)  application 
was  submitted  before  the  expiration  of  five  years  from  the  date  of 
the  approval  of  the  application  under  subsection  (b),  except  that 
such  an  application  may  be  submitted  under  this  subsection  after 
the  expiration  of  four  years  from  the  date  of  the  approval  of  the 
subsection  (b)  application  if  it  contains  a  certification  of  patent  in- 
validity or  noninfringement  described  in  subclause  (IV)  of  para- 
graph (2)(A)(vii).  The  approval  of  such  an  application  shall  be  made 
effective  in  accordance  with  subparagraph  (B)  except  that,  if  an 
action  for  patent  infringement  is  commenced  during  the  one-year 
period  beginning  forty-eight  months  after  the  date  of  the  approval 
of  the  subsection  (b)  application,  the  thirty-month  period  referred 
to  in  subparagraph  (B)(iii)  shall  be  extended  by  such  amount  of 
time  (if  any)  which  is  required  for  seven  and  one-half  years  to  have 
elapsed  from  the  date  of  approval  of  the  subsection  (b)  application. 

(iii)  If  an  application  submitted  under  subsection  (b)  for  a  drug, 
which  includes  an  active  ingredient  (including  any  ester  or  salt  of 
the  active  ingredient)  that  has  been  approved  in  another  applica- 
tion approved  under  subsection  (b),  is  approved  after  the  date  of  en- 
actment of  this  subsection  and  if  such  application  contains  reports 
of  new  clinical  investigations  (other  than  bioavailability  studies)  es- 
sential to  the  approval  of  the  application  and  conducted  or  spon- 
sored by  the  applicant,  the  Secretary  may  not  make  the  approval 
of  an  application  submitted  under  this  subsection  for  the  conditions 
of  approval  of  such  drug  in  the  subsection  (b)  application  effective 
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before  the  expiration  of  three  years  from  the  date  of  the  approval 
of  the  application  under  subsection  (b)  for  such  drug. 

(iv)  If  a  supplement  to  an  application  approved  under  subsection 
(b)  is  approved  after  the  date  of  enactment  of  this  subsection  and 
the  supplement  contains  reports  of  new  clinical  investigations 
(other  than  bioavailability  studies)  essential  to  the  approval  of  the 
supplement  and  conducted  or  sponsored  by  the  person  submitting 
the  supplement,  the  Secretary  may  not  make  the  approval  of  an 
application  submitted  under  this  subsection  for  a  change  approved 
in  the  supplement  effective  before  the  expiration  of  three  years 
from  the  date  of  the  approval  of  the  supplement  under  subsection 
(b). 

(v)  If  an  application  (or  supplement  to  an  application)  submitted 
under  subsection  (b)  for  a  drug,  which  includes  an  active  ingredient 
(including  any  ester  or  salt  of  the  active  ingredient)  that  has  been 
approved  in  another  application  under  subsection  (b),  was  approved 
during  the  period  beginning  January  1,  1982,  and  ending  on  the 
date  of  the  enactment  of  this  subsection,  the  Secretary  may  not 
make  the  approval  of  an  application  submitted  under  this  subsec- 
tion which  refers  to  the  drug  for  which  the  subsection  (b)  applica- 
tion was  submitted  or  which  refers  to  a  change  approved  in  a  sup- 
plement to  the  subsection  (b)  application  effective  before  the  expi- 
ration of  two  years  from  the  date  of  enactment  of  this  subsection. 

(5)  If  a  drug  approved  under  this  subsection  refers  in  its  ap- 
proved application  to  a  drug  the  approval  of  which  was  withdrawn 
or  suspended  for  grounds  described  in  the  first  sentence  of  subsec- 
tion (e)  or  was  withdrawn  or  suspended  under  this  paragraph  or 
which,  as  determined  by  the  Secretary,  has  been  withdrawn  from 
sale  for  safety  or  effectiveness  reasons,  the  approval  of  the  drug 
under  this  subsection  shall  be  withdrawn  or  suspended — 

(A)  for  the  same  period  as  the  withdrawal  or  suspension 
under  subsection  (e)  or  this  paragraph,  or 

(B)  if  the  listed  drug  has  been  withdrawn  from  sale,  for  the 
period  of  withdrawal  from  sale  or,  if  earlier,  the  period  ending 
on  the  date  the  Secretary  determines  that  the  withdrawal  from 
sale  is  not  for  safety  or  effectiveness  reasons. 

(6)  (A)(i)  Within  sixty  days  of  the  date  of  the  enactment  of  this 
subsection,  the  Secretary  shall  publish  and  make  available  to  the 
public — 

(I)  a  list  in  alphabetical  order  of  the  official  and  proprietary 
name  of  each  drug  which  has  been  approved  for  safety  and  ef- 
fectiveness under  subsection  (c)  before  the  date  of  the  enact- - 
ment  of  this  subsection; 

(II)  the  date  of  approval  if  the  drug  is  approved  after  1981 
and  the  number  of  the  application  which  was  approved;  and 

(III)  whether  in  vitro  or  in  vivo  bioequivalence  studies,  or 
both  such  studies,  are  required  for  applications  filed  under  this 
subsection  which  will  refer  to  the  drug  published. 

(ii)  Every  thirty  days  after  the  publication  of  the  first  list  under 
clause  (i)  the  Secretary  shall  revise  the  list  to  include  each  drug 
which  has  been  approved  for  safety  and  effectiveness  under  subsec- 
tion (c)  or  approved  under  this  subsection  during  the  thirty-day 
period. 
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(iii)  When  patent  information  submitted  under  subsection  (b)  or 
(c)  respecting  a  drug  included  on  the  list  is  to  be  published  by  the 
Secretary  the  Secretary  shall,  in  revisions  made  under  clause  (ii), 
include  such  information  for  such  drug. 

(B)  A  drug  approved  for  safety  and  effectiveness  under  subsection 
(c)  or  approved  under  this  subsection  shall,  for  purposes  of  this  sub- 
section, be  considered  to  have  been  published  under  subparagraph 
(A)  on  the  date  of  its  approval  or  the  date  of  enactment,  whichever 
is  later. 

(C)  If  the  approval  of  a  drug  was  withdrawn  or  suspended  for 
grounds  described  in  the  first  sentence  of  subsection  (e)  or  was 
withdrawn  or  suspended  under  paragraph  (5)  or  if  the  Secretary  de- 
termines that  a  drug  has  been  withdrawn  from  sale  for  safety  or 
effectiveness  reasons,  it  may  not  be  published  in  the  list  under  sub- 
paragraph (A)  or,  if  the  withdrawal  or  suspension  occurred  after  its 
publication  in  such  list,  it  shall  be  immediately  removed  from  such 
list— 

(i)  for  the  same  period  as  the  withdrawal  or  suspension 
under  subsection  (e)  or  paragraph  (5),  or 

(ii)  if  the  listed  drug  has  been  withdrawn  from  sale,  for  the 
period  of  withdrawal  from  sale  or,  if  earlier,  the  period  ending 
on  the  date  the  Secretary  determines  that  the  withdrawal  from 
sale  is  not  for  safety  or  effectiveness  reasons. 

A  notice  of  the  removal  shall  be  published  in  the  Federal  Register. 
(7)  For  purposes  of  this  subsection: 

(A)  The  term  '  'bioavailability"  means  the  rate  and  extent  to 
which  the  active  ingredient  or  therapeutic  ingredient  is  ab- 
sorbed from  a  drug  and  becomes  available  at  the  site  of  drug 
action. 

(B)  A  drug  shall  be  considered  to  be  bioequivalent  to  a  listed 
drug  if — 

(i)  the  rate  and  extent  of  absorption  of  the  drug  do  not 
show  a  significant  difference  from  the  rate  and  extent  of 
absorption  of  the  listed  drug  when  administered  at  the 
same  molar  dose  of  the  therapeutic  ingredient  under  simi- 
lar experimental  conditions  in  either  a  single  dose  or  mul- 
tiple doses;  or 

(ii)  the  extent  of  absorption  of  the  drug  does  not  show  a 
significant  difference  from  the  extent  of  absorption  of  the 
listed  drug  when  administered  at  the  same  molar  dose  of 
the  therapeutic  ingredient  under  similar  experimental 
conditions  in  either  a  single  dose  or  multiple  doses  and  the 
difference  from  the  listed  drug  in  the  rate  of  absorption  of 
the  drug  is  intentional,  is  reflected  in  its  proposed  labeling, 
is  not  essential  to  the  attainment  of  effective  body  drug 
concentrations  on  chronic  use,  and  is  considered  medically 
insignificant  for  the  drug. 

(k)(l)  In  the  case  of  any  drug  for  which  an  approval  of  an  applica- 
tion filed  under  subsection  (b)  or  (j)  is  in  effect,  the  applicant  shall 
establish  and  maintain  such  records,  and  make  such  reports  to  the 
Secretary,  of  data  relating  to  clinical  experience  and  other  data  or 
information,  received  or  otherwise  obtained  by  such  applicant  with 
respect  to  such  drug,  as  the  Secretary  may  by  general  regulation, 
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or  by  order  with  respect  to  such  application,  prescribe  on  the  basis 
of  a  finding  that  such  records  and  reports  are  necessary  in  order  to 
enable  the  Secretary  to  determine,  or  facilitate  a  determination, 
whether  there  is  or  may  be  ground  for  invoking  subsection  (e)  of 
this  section:  Provided,  however,  That  regulations  and  orders  issued 
under  this  subsection  and  under  subsection  (i)  shall  have  due 
regard  for  the  professional  ethics  of  the  medical  profession  and  the 
interests  of  patients  and  shall  provide,  where  the  Secretary  deems 
it  to  be  appropriate,  for  the  examination,  upon  request,  by  the  per- 
sons to  whom  such  regulations  or  orders  are  applicable,  of  similar 
information  received  or  otherwise  obtained  by  the  Secretary. 

(2)  Every  person  required  under  this  section  to  maintain  records, 
and  every  person  in  charge  or  custody  thereof,  shall,  upon  request 
of  an  officer  or  employee  designated  by  the  Secretary,  permit  such 
officer  or  employee  at  all  reasonable  times  to  have  access  to  and 
copy  and  verify  such  records. 

(1)  Safety  and  effectiveness  data  and  information  which  has  been 
submitted  in  an  application  under  subsection  (b)  for  a  drug  and 
which  has  not  previously  been  disclosed  to  the  public  shall  be  made 
available  to  the  public,  upon  request,  unless  extraordinary  circum- 
stances are  shown — 

(1)  if  no  work  is  being  or  will  be  undertaken  to  have  the  ap- 
plication approved, 

(2)  if  the  Secretary  has  determined  that  the  application  is 
not  approvable  and  all  legal  appeals  have  been  exhausted, 

(3)  if  approval  of  the  application  under  subsection  (c)  is  with- 
drawn and  all  legal  appeals  have  been  exhausted, 

(4)  if  the  Secretary  has  determined  that  such  drug  is  not  a 
new  drug,  or 

(5)  upon  the  effective  date  of  the  approval  of  the  first  appli- 
cation under  subsection  (j)  which  refers  to  such  drug  or  upon 
the  date  upon  which  the  approval  of  an  application  under  sub- 
section (j)  which  refers  to  such  drug  could  be  made  effective  if 
such  an  application  had  been  submitted. 

(m)  For  purposes  of  this  section,  the  term  '  'patent"  means  a 
patent  issued  by  the  Patent  and  Trademark  Office  of  the  Depart- 
ment of  Commerce. 

CERTIFICATION  OF  DRUGS  CONTAINING  INSULIN 

Sec.  506.  1  [356]  (a)  The  Secretary  of  Health,  Education,  and 
Welfare,  pursuant  to  regulations  promulgated  by  him,  shall  pro- 
vide for  the  certification  of  batches  of  drugs  composed  wholly  or 
partly  of  insulin.  A  batch  of  any  such  drug  shall  be  certified  if  such 
drug  has  such  characteristics  of  identity  and  such  batch  has  such 
characteristics  of  strength,  quality,  and  purity,  as  the  Secretary 
prescribes  in  such  regulations  as  necessary  to  adequately  insure 
safety  and  efficacy  of  use,  but  shall  not  otherwise  be  certified.  Prior 
to  the  effective  date  of  such  regulations  the  Secretary,  in  lieu  of 
certification,  shall  issue  a  release  for  any  batch  which,  in  his  judg- 
ment, may  be  released  without  risk  as  to  the  safety  and  efficacy  of 
its  use.  Such  release  shall  prescribe  the  date  of  its  expiration  and 
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other  conditions  under  which  it  shall  cease  to  be  effective  as  to 
such  batch  and  as  to  portions  thereof. 

(b)  Regulations  providing  for  such  certification  shall  contain  such 
provisions  as  are  necessary  to  carry  out  the  purposes  of  this  sec- 
tion, including  provisions  prescribing  (1)  standards  of  identity  and 
of  strength,  quality,  and  purity;  (2)  tests  and  methods  of  assay  to 
determine  compliance  with  such  standards;  (3)  effective  periods  for 
certificates,  and  other  conditions  under  which  they  shall  cease  to 
be  effective  as  to  certified  batches  and  as  to  portions  thereof;  (4)  ad- 
ministration and  procedure;  and  (5)  such  fees,  specified  in  such  reg- 
ulations, as  are  necessary  to  provide,  equip,  and  maintain  an  ade- 
quate certification  service.  Such  regulations  shall  prescribe  no 
standard  of  identity  or  of  strength,  quality,  or  purity  for  any  drug 
different  from  the  standard  of  identity,  strength,  quality,  or  purity 
set  forth  for  such  drug  in  an  official  compendium. 

(c)  Such  regulations,  insofar  as  they  prescribe  tests  or  methods  of 
assay  to  determine  strength,  quality,  or  purity  of  any  drug,  differ- 
ent from  the  tests  or  methods  of  assay  set  forth  for  such  drug  in  an 
official  compendium,  shall  be  prescribed,  after  notice  and  opportu- 
nity for  revision  of  such  compendium,  in  the  manner  provided  in 
the  second  sentence  of  section  501(b).  The  provisions  of  subsections 
(e),  (f),  and  (g)  of  section  701  shall  be  applicable  to  such  portion  of 
any  regulation  as  prescribes  any  such  different  test  or  method,  but 
shall  not  be  applicable  to  any  other  portion  of  any  such  regulation. 

CERTIFICATION  OF  ANTIBIOTICS 

Sec.  507.  1  [357]  (a)  The  Secretary  of  Health,  Education,  and 
Welfare,  pursuant  to  regulations  promulgated  by  him,  shall  pro- 
vide for  the  certification  of  batches  of  drugs  (except  drugs  for  use 
in  animals  other  than  man)  composed  wholly  or  partly  of  any  kind 
of  penicillin,  streptomycin,  chlortetracycline,  chloramphenicol,  bac- 
itracin, or  any  other  antibiotic  drug,  or  any  derivative  thereof.  A 
batch  of  any  such  drug  shall  be  certified  if  such  drug  has  such 
characteristics  of  identity  and  such  batch  has  such  characteristics 
of  strength,  quality,  and  purity,  as  the  Secretary  prescribes  in  such 
regulations  as  necessary  to  adequately  insure  safety  and  efficacy  of 
use,  but  shall  not  otherwise  be  certified.  Prior  to  the  effective  date 
of  such  regulations  the  Secretary,  in  lieu  of  certification,  shall  issue 
a  release  for  any  batch  which,  in  his  judgment,  may  be  released 
without  risk  as  to  the  safety  and  efficacy  of  its  use.  Such  release 
shall  prescribe  the  date  of  its  expiration  and  other  conditions 
under  which  it  shall  cease  to  be  effective  as  to  such  batch  and  as  to 
portions  thereof.  For  purposes  of  this  section  and  of  section  502(1), 
the  term  "antibiotic  drug"  means  any  drug  intended  for  use  by 
man  containing  any  quantity  of  any  chemical  substance  which  is 
produced  by  a  micro-organism  and  which  has  the  capacity  to  inhib- 
it or  destroy  micro-organisms  in  dilute  solution  (including  the 
chemically  synthesized  equivalent  of  any  such  substance). 

(b)  Regulations  providing  for  such  certifications  shall  contain 
such  provisions  as  are  necessary  to  carry  out  the  purposes  of  this 
section,  including  provisions  prescribing  (1)  standards  of  identity 
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and  of  strength,  quality,  and  purity;  (2)  tests  and  methods  of  assay 
to  determine  compliance  with  such  standards;  (3)  effective  periods 
for  certificates,  and  other  conditions  under  which  they  shall  cease 
to  be  effective  as  to  certified  batches  and  as  to  portions  thereof;  (4) 
administration  and  procedure;  and  (5)  such  fees,  specified  in  such 
regulations,  as  are  necessary  to  provide,  equip,  and  maintain  an 
adequate  certification  service.  Such  regulations  shall  prescribe  only 
such  tests  and  methods  of  assay  as  will  provide  for  certification  or 
rejection  within  the  shortest  time  consistent  with  the  purposes  of 
this  section. 

(c)  Whenever  in  the  judgment  of  the  Secretary,  the  requirements 
of  this  section  and  of  section  502(1)  with  respect  to  any  drug  or  class 
of  drugs  are  not  necessary  to  insure  safety  and  efficacy  of  use,  the 
Secretary  shall  promulgate  regulations  exempting  such  drug  or 
class  of  drugs  from  such  requirements.  In  deciding  whether  an  an- 
tibiotic drug,  or  class  of  antibiotic  drugs,  is  to  be  exempted  from 
the  requirement  of  certification  the  Secretary  shall  give  consider- 
ation, among  other  relevant  factors,  to — 

(1)  whether  such  drug  or  class  of  drugs  is  manufactured  by  a 
person  who  has,  or  hereafter  shall  have,  produced  fifty  consec- 
utive batches  of  such  drug  or  class  of  drugs  in  compliance  with 
the  regulations  for  the  certification  thereof  within  a  period  of 
not  more  than  eighteen  calendar  months,  upon  the  application 
by  such  person  to  the  Secretary;  or 

(2)  whether  such  drug  or  class  of  drugs  is  manufactured  by 
any  person  who  has  otherwise  demonstrated  such  consistency 
in  the  production  of  such  drug  or  class  of  drugs,  in  compliance 
with  the  regulations  for  the  certification  thereof,  as  in  the 
judgment  of  the  Secretary  is  adequate  to  insure  the  safety  and 
efficacy  of  use  thereof. 

When  an  antibiotic  drug  or  a  drug  manufacturer  has  been  exempt- 
ed from  the  requirement  of  certification,  the  manufacturer  may 
still  obtain  certification  of  a  batch  or  batches  of  that  drug  if  he  ap- 
plies for  and  meets  the  requirements  for  certification.  Nothing  in 
this  Act  shall  be  deemed  to  prevent  a  manufacturer  or  distributor 
of  an  antibiotic  drug  from  making  a  truthful  statement  in  labeling 
or  advertising  of  the  product  as  to  whether  it  has  been  certified  or 
exempted  from  the  requirement  of  certification. 

(d)  The  Secretary  shall  promulgate  regulations  exempting  from 
any  requirement  of  this  section  and  of  section  502(1),  (1)  drugs 
which  are  to  be  stored,  processed,  labeled,  or  repacked  at  establish- 
ments other  than  those  where  manufactured,  on  condition  that 
such  drugs  comply  with  all  such  requirements  upon  removal  from 
such  establishments;  (2)  drugs  which  conform  to  applicable  stand- 
ards of  identity,  strength,  quality,  and  purity  prescribed  by  these 
regulations  and  are  intended  for  use  in  manufacturing  other  drugs; 
and  (3)  drugs  which  are  intended  solely  for  investigational  use  by 
experts  qualified  by  scientific  training  and  experience  to  investi- 
gate the  safety  and  efficacy  of  drugs.  Such  regulations  may,  within 
the  discretion  of  the  Secretary,  among  other  conditions  relating  to 
the  protection  of  the  public  health,  provide  for  conditioning  the  ex- 
emption under  clause  (3)  upon — 
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(1)  the  submission  to  the  Secretary,  before  any  clinical  test- 
ing of  a  new  drug  is  undertaken,  of  reports,  by  the  manufac- 
turer or  the  sponsor  of  the  investigation  of  such  drug,  of  pre- 
clinical tests  (including  tests  on  animals)  of  such  drug  adequate 
to  justify  the  proposed  clinical  testing; 

(2)  the  manufacturer  or  the  sponsor  of  the  investigation  of  a 
new  drug  proposed  to  be  distributed  to  investigators  for  clinical 
testing  obtaining  a  signed  agreement  from  each  of  such  investi- 
gators that  patients  to  whom  the  drug  is  administered  will  be 
under  his  personal  supervision,  or  under  the  supervision  of  in- 
vestigators responsible  to  him,  and  that  he  will  not  supply 
such  drug  to  any  other  investigator,  or  to  clinics,  for  adminis- 
tration to  human  beings;  and 

(3)  the  establishment  and  maintenance  of  such  records,  and 
the  making  of  such  reports  to  the  Secretary,  by  the  manufac- 
turer or  the  sponsor  of  the  investigation  of  such  drug,  of  data 
(including  but  not  limited  to  analytical  reports  by  investiga- 
tors) obtained  as  the  result  of  such  investigational  use  of  such 
drug,  as  the  Secretary  finds  will  enable  him  to  evaluate  the 
safety  and  effectiveness  of  such  drug  in  the  event  of  the  filing 
of  an  application  for  certification  or  release  pursuant  to  subsec- 
tion (a). 

Such  regulations  shall  provide  that  such  exemption  shall  be  condi- 
tioned upon  the  manufacturer,  or  the  sponsor  of  the  investigation, 
requiring  that  experts  using  such  drugs  for  investigational  pur- 
poses certify  to  such  manufacturer  or  sponsor  that  they  will  inform 
any  human  beings  to  whom  such  drugs,  or  any  controls  used  in 
connection  therewith,  are  being  administered,  or  their  representa- 
tives, that  such  drugs  are  being  used  for  investigational  purposes 
and  will  obtain  the  consent  of  such  human  beings  or  their  repre- 
sentatives, except  where  they  deem  it  not  feasible  or,  in  their  pro- 
fessional judgment,  contrary  to  the  best  interests  of  such  human 
beings.  Nothing  in  this  subsection  shall  be  construed  to  require  any 
clinical  investigator  to  submit  directly  to  the  Secretary  reports  on 
the  investigational  use  of  drugs. 

(e)  No  drug  which  is  subject  to  section  507  shall  be  deemed  to  be 
subject  to  any  provision  of  section  505  except  a  new  drug  exempted 
from  the  requirements  of  this  section  and  of  section  502(1)  pursuant 
to  regulations  promulgated  by  the  Secretary:  Provided,  That,  for 
purposes  of  section  505,  the  initial  request  for  certification,  as 
thereafter  duly  amended,  pursuant  to  section  507,  of  a  new  drug  so 
exempted  shall  be  considered  a  part  of  the  application  filed  pursu- 
ant to  section  505(b)  with  respect  to  the  person  filing  such  request 
and  to  such  drug  as  of  the  date  of  the  exemption.  Compliance  of 
any  drug  subject  to  section  502(1)  or  507  with  section  501(b)  and 
502(g)  shall  be  determined  by  the  application  of  the  standards  of 
strength,  quality,  and  purity,  the  tests  and  methods  of  assay,  and 
the  requirements  of  packaging,  and  labeling,  respectively,  pre- 
scribed by  regulations  promulgated  under  section  507. 

(f)  Any  interested  person  may  file  with  the  Secretary  a  petition 
proposing  the  issuance,  amendment,  or  repeal  of  any  regulation 
contemplated  by  this  section.  The  petition  shall  set  forth  the  pro- 
posal in  general  terms  and  shall  state  reasonable  grounds  therefor. 
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The  Secretary  shall  give  public  notice  of  the  proposal  and  an  oppor- 
tunity for  all  interested  persons  to  present  their  views  thereon, 
orally  or  in  writing,  and  as  soon  as  practicable  thereafter  shall 
make  public  his  action  upon  such  proposal.  At  any  time  prior  to 
the  thirtieth  day  after  such  action  is  made  public  any  interested 
person  may  file  objections  to  such  action,  specifying  with  particu- 
larity the  changes  desired,  stating  reasonable  grounds  therefor,  and 
requesting  a  public  hearing  upon  such  objections.  The  Secretary 
shall  thereupon,  after  due  notice,  hold  such  public  hearing.  As  soon 
as  practicable  after  completion  of  the  hearing,  the  Secretary  shall 
by  order  make  public  his  action  on  such  objections.  The  Secretary 
shall  base  his  order  only  on  substantial  evidence  of  record  at  the 
hearing  and  shall  set  forth  as  part  of  the  order  detailed  findings  of 
fact  on  which  the  order  is  based.  The  order  shall  be  subject  to  the 
provision  of  section  701  (f)  and  (g). 

(g)  (1)  Every  person  engaged  in  manufacturing,  compounding,  or 
processing  any  drug  within  the  purview  of  this  section  with  respect 
to  which  a  certificate  or  release  has  been  issued  pursuant  to  this 
section  shall  establish  and  maintain  such  records,  and  make  such 
reports  to  the  Secretary,  of  data  relating  to  clinical  experience  and 
other  data  or  information,  received  or  otherwise  obtained  by  such 
person  with  respect  to  such  drug,  as  the  Secretary  may  by  general 
regulation,  or  by  order  with  respect  to  such  certification  or  release, 
prescribe  on  the  basis  of  a  finding  that  such  records  and  reports 
are  necessary  in  order  to  enable  the  Secretary  to  make,  or  to  facili- 
tate, a  determination  as  to  whether  such  certification  or  release 
should  be  rescinded  or  whether  any  regulation  issued  under  this 
section  should  be  amended  or  repealed:  Provided,  however,  That 
regulations  and  orders  issued  under  this  subsection  and  under 
clause  (3)  of  subsection  (d)  shall  have  due  regard  for  the  profession- 
al ethics  of  the  medical  profession  and  the  interests  of  patients  and 
shall  provide,  where  the  Secretary  deems  it  to  be  appropriate,  for 
the  examination,  upon  request,  by  the  persons  to  whom  such  regu- 
lations or  orders  are  applicable,  of  similar  information  received  or 
otherwise  obtained  by  the  Secretary. 

(2)  Every  person  required  under  this  section  to  maintain  records, 
and  every  person  having  charge  or  custody  thereof,  shall,  upon  re- 
quest of  an  officer  or  employee  designated  by  the  Secretary,  permit 
such  officer  or  employee  at  all  reasonable  times  to  have  access  to 
and  copy  and  verify  such  records. 

(h)  In  the  case  of  a  drug  for  which,  on  the  day  immediately  pre- 
ceding the  effective  date  of  this  subsection,  a  prior  approval  of  an 
application  under  section  505  had  not  been  withdrawn  under  sec- 
tion 505(e),  the  initial  issuance  of  regulations  providing  for  certifi- 
cation or  exemption  of  such  drug  under  this  section  507  shall,  with 
respect  to  the  conditions  of  use  prescribed,  recommended,  or  sug- 
gested in  the  labeling  covered  by  such  application,  not  be  condi- 
tioned upon  an  affirmative  finding  of  the  efficacy  of  such  drug. 
Any  subsequent  amendment  or  repeal  of  such  regulations  so  as  no 
longer  to  provide  for  such  certification  or  exemption  on  the  ground 
of  a  lack  of  efficacy  of  such  drug  for  use  under  such  conditions  of 
use  may  be  effected  only  on  or  after  that  effective  date  of  clause  (3) 
of  the  first  sentence  of  section  505(e)  which  would  be  applicable  to 
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such  drug  under  such  conditions  of  use  if  such  drug  were  subject  to 
section  505(e),  and  then  only  if  (1)  such  amendment  or  repeal  is 
made  in  accordance  with  the  procedure  specified  in  subsection  (f)  of 
this  section  (except  that  such  amendment  or  repeal  may  be  initiat- 
ed either  by  a  proposal  of  the  Secretary  or  by  a  petition  of  any  in- 
terested person)  and  (2)  the  Secretary  finds,  on  the  basis  of  new  in- 
formation with  respect  to  such  drug  evaluated  together  with  the  in- 
formation before  him  when  the  application  under  section  505 
became  effective  or  was  approved,  that  there  is  a  lack  of  substan- 
tial evidence  (as  defined  in  section  505(d))  that  the  drug  has  the 
effect  it  purports  or  is  represented  to  have  under  such  conditions  of 
use. 

AUTHORITY  TO  DESIGNATE  OFFICIAL  NAMES 

Sec.  508.  [358]  (a)  The  Secretary  may  designate  an  official 
name  for  any  drug  or  device  if  he  determines  that  such  action  is 
necessary  or  desirable  in  the  interest  of  usefulness  and  simplicity. 
Any  official  name  designated  under  this  section  for  any  drug  or 
device  shall  be  the  only  official  name  of  that  drug  or  device  used  in 
any  official  compendium  published  after  such  name  has  been  pre- 
scribed or  for  any  other  purpose  of  this  Act.  In  no  event,  however, 
shall  the  Secretary  establish  an  official  name  so  as  to  infringe  a 
valid  trademark. 

(b)  Within  a  reasonable  time  after  the  effective  date  of  this  sec- 
tion, and  at  such  other  times  as  he  may  deem  necessary,  the  Secre- 
tary shall  cause  a  review  to  be  made  of  the  official  names  by  which 
drugs  are  identified  in  the  official  United  States  Pharmacopeia,  the 
official  Homeopathic  Pharmacopeia  of  the  United  States,  and  the 
official  National  Formulary,  and  all  supplements  thereto,  and  at 
such  times  as  he  may  deem  necessary  shall  cause  a  review  to  be 
made  of  the  official  names  by  which  devices  are  identified  in  any 
official  compendium  (and  all  supplements  thereto)  to  determine 
whether  revision  of  any  of  those  names  is  necessary  or  desirable  in 
the  interest  of  usefulness  and  simplicity. 

(c)  Whenever  he  determines  after  any  such  review  that  (1)  any 
such  official  name  is  unduly  complex  or  is  not  useful  for  any  other 
reason,  (2)  two  or  more  official  names  have  been  applied  to  a  single 
drug  or  device,  or  to  two  or  more  drugs  which  are  identical  in 
chemical  structure  and  pharmacological  action  and  which  are  sub- 
stantially identical  in  strength,  quality,  and  purity,  or  to  two  or 
more  devices  which  are  substantially  equivalent  in  design  and  pur- 
pose or  (3)  no  official  name  has  been  applied  to  a  medically  useful 
drug  or  device,  he  shall  transmit  in  writing  to  the  compiler  of  each 
official  compendium  in  which  that  drug  or  drugs  or  device  are 
identified  and  recognized  his  request  for  the  recommendation  of  a 
single  official  name  for  such  drug  or  drugs  or  device  which  will 
have  usefulness  and  simplicity.  Whenever  such  a  single  official 
name  has  not  been  recommended  within  one  hundred  and  eighty 
days  after  such  request,  or  the  Secretary  determines  that  any 
name  so  recommended  is  not  useful  for  any  reason,  he  shall  desig- 
nate a  single  official  name  for  such  drug  or  drugs  or  device.  When- 
ever he  determines  that  the  name  so  recommended  is  useful,  he 
shall  designate  that  name  as  the  official  name  of  such  drug  or 
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drugs  or  device.  Such  designation  shall  be  made  as  a  regulation 
upon  public  notice  and  in  accordance  with  the  procedure  set  forth 
in  section  4  of  the  Administrative  Procedure  Act  (5  U.S.C.  1003). 

(d)  After  each  such  review,  and  at  such  other  times  as  the  Secre- 
tary may  determine  to  be  necessary  or  desirable,  the  Secretary 
shall  cause  to  be  compiled,  published,  and  publicly  distributed  a  list 
which  shall  list  all  revised  official  names  of  drugs  or  devices  desig- 
nated under  this  section  and  shall  contain  such  descriptive  and  ex- 
planatory matter  as  the  Secretary  may  determine  to  be  required 
for  the  effective  use  of  those  names. 

(e)  Upon  a  request  in  writing  by  any  compiler  of  any  official  com- 
pendium that  the  Secretary  exercise  the  authority  granted  to  him 
under  section  508(a),  he  shall  upon  public  notice  and  in  accordance 
with  the  procedure  set  forth  in  section  4  of  the  Administrative  Pro- 
cedure Act  (5  U.S.C.  1003)  designate  the  official  name  of  the  drug 
or  device  for  which  the  request  is  made. 

NON APPLICABILITY  TO  COSMETICS 

Sec.  509.  [359]  This  chapter,  as  amended  by  the  Drug  Amend- 
ments of  1962,  shall  not  apply  to  any  cosmetic  unless  such  cosmetic 
is  also  a  drug  or  device  or  component  thereof. 

REGISTRATION  OF  PRODUCERS  OF  DRUGS  AND  DEVICES  1 

Sec.  510.  [360]  (a)  As  used  in  this  section — 

(1)  the  term  "manufacture,  preparation,  propagation,  com- 
pounding, or  processing"  shall  include  repackaging  or  other- 
wise changing  the  container,  wrapper,  or  labeling  of  any  drug 
package  or  device  package  in  furtherance  of  the  distribution  of 
the  drug  or  device  from  the  original  place  of  manufacture  to 
the  person  who  makes  final  delivery  or  sale  to  the  ultimate 
consumer  or  user;  and 

(2)  the  term  "name"  shall  include  in  the  case  of  a  partner- 
ship the  name  of  each  partner  and,  in  the  case  of  a  corpora- 
tion, the  name  of  each  corporate  officer  and  director,  and  the 
State  of  incorporation. 

(b)  On  or  before  December  31  of  each  year  every  person  who 
owns  or  operates  any  establishment  in  any  State  engaged  in  the 
manufacture,  preparation,  propagation,  compounding,  or  processing 
of  a  drug  or  drugs  or  a  device  or  devices  shall  register  with  the  Sec- 
retary his  name,  places  of  business,  and  all  such  establishments. 

(c)  Every  person  upon  first  engaging  in  the  manufacture,  prepa- 
ration, propagation,  compounding,  or  processing  of  a  drug  or  drugs 
or  a  device  or  devices  in  any  establishment  which  he  owns  or  oper- 
ates in  any  State  shall  immediately  register  with  the  Secretary  his 
name,  place  of  business,  and  such  establishment. 


1  The  purpose  of  section  510  was  stated  in  sec.  301  of  P.L.  82-781  as  follows: 
"Sec.  301.  The  Congress  hereby  finds  and  declares  that  in  order  to  make  regulation  of  inter- 
state commerce  in  drugs  effective,  it  is  necessary  to  provide  for  registration  and  inspection  of  all 
establishments  in  which  drugs  are  manufactured,  prepared,  propagated,  compounded,  or  proc- 
essed; that  the  products  of  all  such  establishments  are  likely  to  enter  the  channels  of  interstate 
commerce  and  directly  affect  such  commerce;  and  that  the  regulation  of  interstate  commerce  in 
drugs  without  provision  for  registration  and  inspection  of  establishments  that  may  be  engaged 
only  in  intrastate  commerce  in  such  drugs  would  discriminate  against  and  depress  interstate 
commerce  in  such  drugs,  and  adversely  burden,  obstruct,  and  affect  such  interstate  commerce." 
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(d)  Every  person  duly  registered  in  accordance  with  the  foregoing 
subsections  of  this  section  shall  immediately  register  with  the  Sec- 
retary any  additional  establishment  which  he  owns  or  operates  in 
any  State  and  in  which  he  begins  the  manufacture,  preparation, 
propagation,  compounding,  or  processing  of  a  drug  or  drugs  or  a 
device  or  devices. 

(e)  The  Secretary  may  assign  a  registration  number  to  any 
person  or  any  establishment  registered  in  accordance  with  this  sec- 
tion. The  Secretary  may  also  assign  a  listing  number  to  each  drug 
or  class  of  drugs  listed  under  subsection  (j)-  Any  number  assigned 
pursuant  to  the  preceding  sentence  shall  be  the  same  as  that  as- 
signed pursuant  to  the  National  Drug  Code.  The  Secretary  may  by 
regulation  prescribe  a  uniform  system  for  the  identification  of  de- 
vices intended  for  human  use  and  may  require  that  persons  who 
are  required  to  list  such  devices  pursuant  to  subsection  (j)  shall  list 
such  devices  in  accordance  with  such  system. 

(f)  The  Secretary  shall  make  available  for  inspection,  10  any 
person  so  requesting,  any  registration  filed  pursuant  to  this  sec- 
tion; except  that  any  list  submitted  pursuant  to  paragraph  (3)  of 
subsection  (j)  and  the  information  accompanying  any  list  or  notice 
filed  under  paragraph  (1)  or  (2)  of  that  subsection  shall  be  exempt 
from  such  inspection  unless  the  Secretary  finds  that  such  an  ex- 
emption would  be  inconsistent  with  protection  of  the  public  health. 

(g)  The  foregoing  subsections  of  this  section  shall  not  apply  to — 

(1)  pharmacies  which  maintain  establishments  in  conform- 
ance with  any  applicable  local  laws  regulating  the  practice  of 
pharmacy  and  medicine  and  which  are  regularly  engaged  in 
dispensing  prescription  drugs  or  devices,  upon  prescriptions  of 
practitioners  licensed  to  administer  such  drugs  or  devices  to 
patients  under  the  care  of  such  practitioners  in  the  course  of 
their  professional  practice,  and  which  do  not  manufacture,  pre- 
pare, propagate,  compound,  or  process  drugs  or  devices  for  sale 
other  than  in  the  regular  course  of  their  business  of  dispensing 
or  selling  drugs  or  devices  at  retail; 

(2)  practitioners  licensed  by  law  to  prescribe  or  administer 
drugs  or  devices  and  who  manufacture,  prepare,  propagate, 
compound,  or  process  drugs  or  devices  solely  for  use  in  the 
course  of  their  professional  practice; 

(3)  persons  who  manufacture,  prepare,  propagate,  compound, 
or  process  drugs  or  devices  solely  for  use  in  research,  teaching, 
or  chemical  analysis  and  not  for  sale; 

(4)  such  other  classes  of  persons  as  the  Secretary  may  by  reg- 
ulation exempt  from  the  application  of  this  section  upon  a 
finding  that  registration  by  such  classes  of  persons  in  accord- 
ance with  this  section  is  not  necessary  for  the  protection  of  the 
public  health. 

(h)  Every  establishment  in  any  State  registered  with  the  Secre- 
tary pursuant  to  this  section  shall  be  subject  to  inspection  pursu- 
ant to  section  704  and  every  such  establishment  engaged  in  the 
manufacture,  propagation,  compounding,  or  processing  of  a  drug  or 
drugs  or  of  a  device  or  devices  classified  in  class  II  or  III  shall  be  so 
inspected  by  one  or  more  officers  or  employees  duly  designated  by 
the  Secretary  at  least  once  in  the  2-year  period  beginning  with  the 
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date  of  registration  of  such  establishment  pursuant  to  this  section 
and  at  least  once  in  every  successive  2-year  period  thereafter. 

(i)  Any  establishment  within  any  foreign  country  engaged  in  the 
manufacture,  preparation,  propagation,  compounding,  or  processing 
of  a  drug  or  drugs  or  a  device  or  devices,  shall  be  permitted  to  reg- 
ister under  this  section  pursuant  to  regulations  promulgated  by  the 
Secretary.  Such  regulations  shall  require  such  establishment  to 
provide  the  information  required  by  subsection  (j)  and  shall  require 
such  establishment  to  provide  information  required  by  subsection 
(j)  in  the  case  of  a  device  or  devices  and  shall  include  provisions  for 
registration  of  any  such  establishment  upon  condition  that  ade- 
quate and  effective  means  are  available,  by  arrangement  with  the 
government  of  such  foreign  country  or  otherwise,  to  enable  the  Sec- 
retary to  determine  from  time  to  time  whether  drugs  or  devices 
manufactured,  prepared,  propagated,  compounded,  or  processed  in 
such  establishment,  if  imported  or  offered  for  import  into  the 
United  States,  shall  be  refused  admission  on  any  of  the  grounds  set 
forth  in  section  801(a)  of  this  Act. 

(j)(l)  Every  person  who  registers  with  the  Secretary  under  subsec- 
tion (b),  (c),  or  (d)  shall,  at  the  time  of  registration  under  any  such 
subsection,  file  with  the  Secretary  a  list  of  all  drugs  and  a  list  of  all 
devices  and  a  brief  statement  of  the  basis  for  believing  that  each 
device  included  in  the  list  is  a  device  rather  than  a  drug  (with  each 
drug  and  device  in  each  list  listed  by  its  established  name  (as  de- 
fined in  section  502(e))  and  by  any  proprietary  name)  which  are 
being  manufactured,  prepared,  propagated,  compounded,  or  proc- 
essed by  him  for  commercial  distribution  and  which  he  has  not  in- 
cluded in  any  list  of  drugs  or  devices  filed  by  him  with  the  Secre- 
tary under  this  paragraph  or  paragraph  (2)  before  such  time  of  reg- 
istration. Such  list  shall  be  prepared  in  such  form  and  manner  as 
the  Secretary  may  prescribe  and  shall  be  accompanied  by — 

(A)  in  the  case  of  a  drug  contained  in  the  applicable  list  and 
subject  to  section  505,  506,  507,  or  512,  or  a  device  intended  for 
human  use  contained  in  the  applicable  list  with  respect  to 
which  a  performance  standard  has  been  established  under  sec- 
tion 514  or  which  is  subject  to  section  515,  a  reference  to  the 
authority  for  the  marketing  of  such  drug  or  device  and  a  copy 
of  all  labeling  for  such  drug  or  device; 

(B)  in  the  case  of  any  other  drug  or  device  contained  in  an 
applicable  list — 

(i)  which  drug  is  subject  to  section  503(b)(1),  or  which 
device  is  a  restricted  device,  a  copy  of  all  labeling  for  such 
drug  or  device,  a  representative  sampling  of  advertise- 
ments for  such  drug  or  device,  and,  upon  request  made  by 
the  Secretary  for  good  cause,  a  copy  of  all  advertisements 
for  a  particular  drug  product  or  device,  or 

(ii)  which  drug  is  not  subject  to  section  503(b)(1)  or  which 
device  is  not  a  restricted  device,  the  label  and  package 
insert  for  such  drug  or  device  and  a  representative  sam- 
pling of  any  other  labeling  for  such  drug  or  device; 

(C)  in  the  case  of  any  drug  contained  in  an  applicable  list 
which  is  described  in  subparagraph  (B),  a  quantitative  listing 
of  its  active  ingredient  or  ingredients,  except  that  with  respect 
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to  a  particular  drug  product  the  Secretary  may  require  the 
submission  of  a  quantitative  listing  of  all  ingredients  if  he 
finds  that  such  submission  is  necessary  to  carry  out  the  pur- 
poses of  this  Act;  and 

(D)  if  the  registrant  filing  a  list  has  determined  that  a  par- 
ticular drug  product  or  device  contained  in  such  list  is  not  sub- 
ject to  section  505,  506,  507,  or  512,  or  the  particular  device 
contained  in  such  list  is  not  subject  to  a  performance  standard 
established  under  section  514  or  to  section  515  or  is  not  a  re- 
stricted device,  a  brief  statement  of  the  basis  upon  which  the 
registrant  made  such  determination  if  the  Secretary  requests 
such  a  statement  with  respect  to  that  particular  drug  product 
or  device. 

(2)  Each  person  who  registers  with  the  Secretary  under  this  sec- 
tion shall  report  to  the  Secretary  once  during  the  month  of  June  of 
each  year  and  once  during  the  month  of  December  of  each  year  the 
following  information: 

(A)  A  list  of  each  drug  or  device  introduced  by  the  registrant 
for  commercial  distribution  which  has  not  been  included  in 
any  list  previously  filed  by  him  with  the  Secretary  under  this 
subparagraph  or  paragraph  (1)  of  this  subsection.  A  list  under 
this  subparagraph  shall  list  a  drug  or  device  by  its  established 
name  (as  defined  in  section  502(e))  and  by  any  proprietary 
name  it  may  have  and  shall  be  accompanied  by  the  other  infor- 
mation required  by  paragraph  (1). 

(B)  If  since  the  date  the  registrant  last  made  a  report  under 
this  paragraph  (or  if  he  has  not  made  a  report  under  this  para- 
graph, since  the  effective  date  of  this  subsection)  he  has  discon- 
tinued the  manufacture,  preparation,  propagation,  compound- 
ing, or  processing  for  commercial  distribution  of  a  drug  or 
device  included  in  a  list  filed  by  him  under  subparagraph  (A) 
or  paragraph  (1);  notice  of  such  discontinuance,  the  date  of 
such  discontinuance,  and  the  identity  (by  established  name  (as 
defined  in  section  502(e))  and  by  any  proprietary  name)  of  such 
drug  or  device. 

(C)  If  since  the  date  the  registrant  reported  pursuant  to  sub- 
paragraph (B)  a  notice  of  discontinuance  he  has  resumed  the 
manufacture,  preparation,  propagation,  compounding,  or  proc- 
essing for  commercial  distribution  of  the  drug  or  device  with 
respect  to  which  such  notice  of  discontinuance  was  reported; 
notice  of  such  resumption,  the  date  of  such  resumption,  the 
identity  of  such  drug  or  device  (by  established  name  (as  defined 
in  section  502(e))  and  by  any  proprietary  name),  and  the  other 
information  required  by  paragraph  (1),  unless  the  registrant 
has  previously  reported  such  resumption  to  the  Secretary  pur- 
suant to  this  subparagraph. 

(D)  Any  material  change  in  any  information  previously  sub- 
mitted pursuant  to  this  paragraph  or  paragraph  (1). 

(3)  The  Secretary  may  also  require  each  registrant  under  this 
section  to  submit  a  list  of  each  drug  product  which  (A)  the  regis- 
trant is  manufacturing,  preparing,  propagating,  compounding,  or 
processing  for  commercial  distribution,  and  (B)  contains  a  particu- 
lar ingredient.  The  Secretary  may  not  require  the  submission  of 
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such  a  list  unless  he  has  made  a  finding  that  the  submission  of 
such  a  list  is  necessary  to  carry  out  the  purposes  of  this  Act. 

(k)  Each  person  who  is  required  to  register  under  this  section  and 
who  proposes  to  begin  the  introduction  or  delivery  for  introduction 
into  interstate  commerce  for  commercial  distribution  of  a  device  in- 
tended for  human  use  shall,  at  least  ninety  days  before  making 
such  introduction  or  delivery,  report  to  the  Secretary  (in  such  form 
and  manner  as  the  Secretary  shall  by  regulation  prescribe) — 

(1)  the  class  in  which  the  device  is  classified  under  section 
513  or  if  such  person  determines  that  the  device  is  not  classi- 
fied under  such  section,  a  statement  of  that  determination  and 
the  basis  for  such  person's  determination  that  the  device  is  or 
is  not  so  classified,  and 

(2)  action  taken  by  such  person  to  comply  with  requirements 
under  section  514  or  515  which  are  applicable  to  the  device. 

Sec.  511. 1 

new  animal  drugs 

Sec.  512.  [360b]  2  (a)(1)  A  new  animal  drug  shall,  with  respect 
to  any  particular  use  or  intended  use  of  such  drug,  be  deemed 
unsafe  for  the  purposes  of  section  501(a)(5)  and  section  402(a)(2)(D) 
unless — 

(A)  there  is  in  effect  an  approval  of  an  application  filed  pur- 
suant to  subsection  (b)  of  this  section  with  respect  to  such  use 
or  intended  use  of  such  drug,  and 

(B)  such  drug,  its  labeling,  and  such  use  conform  to  such  ap- 
proved application. 

A  new  animal  drug  shall  also  be  deemed  unsafe  for  such  purposes 
in  the  event  of  removal  from  the  establishment  of  a  manufacturer, 
packer,  or  distributor  of  such  drug  for  use  in  the  manufacture  of 
animal  feed  in  any  State  unless  at  the  time  of  such  removal  such 
manufacturer,  packer,  or  distributor  has  an  unrevoked  written 
statement  from  the  consignee  of  such  drug,  or  notice  from  the  Sec- 


1  Sec.  511  repealed  by  sec.  701  of  P.L.  91-513. 

2  Sec.  108  of  P.L.  90-399,  which  added  sec.  512,  provides  the  following  effective  date  and  rules 
of  application: 

Sec.  108.  (a)  [Effective  date  Aug.  1,  1969.] 

(b)(1)  As  used  in  this  subsection,  the  term  "effective  date"  means  the  effective  date  specified  in 
subsection  (a)  of  this  section;  the  term  "basic  Act"  means  the  Federal  Food,  Drug,  and  Cosmetic 
Act;  and  other  terms  used  both  in  this  section  and  the  basic  Act  shall  have  the  same  meaning  as 
they  have,  or  had,  at  the  time  referred  to  in  the  context,  under  the  basic  Act. 

(2)  Any  approval,  prior  to  the  effective  date,  of  a  new  animal  drug  or  of  an  animal  feed  bear- 
ing or  containing  a  new  animal  drug,  whether  granted  by  approval  of  a  new-drug  application, 
master  file,  antibiotic  regulation,  or  food  additive  regulation,  shall  continue  in  effect,  and  shall 
be  subject  to  change  in  accordance  with  the  provisions  of  the  basic  Act  as  amended  by  this  Act. 

(3)  In  the  case  of  any  drug  (other  than  a  drug  subject  to  section  512(n)  of  the  basic  Act  as 
amended  by  this  Act)  intended  for  use  in  animals  other  than  man  which,  on  October  9,  1962,  (A) 
was  commercially  used  or  sold  in  the  United  States,  (B)  was  not  a  new  drug  as  defined  by  sec- 
tion 201(p)  of  the  basic  Act  as  then  in  force,  and  (C)  was  not  covered  by  an  effective  application 
under  section  505  of  that  Act,  the  words  "effectiveness"  and  "effective'  contained  in  section  201 
(w)  as  added  by  this  Act  to  the  basic  Act  shall  not  apply  to  such  drug  when  intended  solely  for 
use  under  conditions  prescribed,  recommended,  or  suggested  in  labeling  with  respect  to  such 
drug  on  that  day. 

(4)  Regulations  providing  for  fees  (and  advance  deposits  to  cover  fees)  which  on  the  day  pre- 
ceding the  effective  date  applicable  under  subsection  (a)  of  this  section  were  in  effect  pursuant 
to  section  507  of  the  basic  Act  shall,  except  as  the  Secretary  may  otherwise  prescribe,  be  deemed 
to  apply  also  under  section  512(n)  of  the  basic  Act,  and  appropriations  of  fees  (and  of  advance 
deposits  to  cover  fees)  available  for  the  purposes  specified  in  such  section  507  as  in  effect  prior  to 
the  effective  date  shall  also  be  available  for  the  purposes  specified  in  section  512(n),  including 
preparatory  work  or  proceedings  prior  to  that  date. 
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retary,  to  the  effect  that,  with  respect  to  the  use  of  such  drug  in 
animal  feed,  such  consignee — 

(i)  is  the  holder  of  an  approved  application  under  subsection 
(m)  of  this  section;  or 

(ii)  will,  if  the  consignee  is  not  a  user  of  the  drug,  ship  such 
drug  only  to  a  holder  of  an  approved  application  under  subsec- 
tion (m)  of  this  section. 

(2)  An  animal  feed  bearing  or  containing  a  new  animal  drug 
shall,  with  respect  to  any  particular  use  or  intended  use  of  such 
animal  feed,  be  deemed  unsafe  for  the  purposes  of  section  501(a)(6) 
unless — 

(A)  there  is  in  effect  an  approval  of  an  application  filed  pur- 
suant to  subsection  (b)  of  this  section  with  respect  to  such  drug, 
as  used  in  such  animal  feed, 

(B)  there  is  in  effect  an  approval  of  an  application  pursuant 
to  subsection  (m)(D  of  this  section  with  respect  to  such  animal 
feed,  and 

(C)  such  animal  feed,  its  labeling,  and  such  use  conform  to 
the  conditions  and  indications  of  use  published  pursuant  to 
subsection  (i)  of  this  section  and  to  the  application  with  respect 
thereto  approved  under  subsection  (m)  of  this  section. 

(3)  A  new  animal  drug  or  an  animal  feed  bearing  or  containing  a 
new  animal  drug  shall  not  be  deemed  unsafe  for  the  purposes  of 
section  501(a)(5)  or  (6)  if  such  article  is  for  investigational  use  and 
conforms  to  the  terms  of  an  exemption  in  effect  with  respect  there- 
to under  section  512(j). 

(b)(1)  Any  person  may  file  with  the  Secretary  an  application  with 
respect  to  any  intended  use  or  uses  of  a  new  animal  drug.  Such 
person  shall  submit  to  the  Secretary  as  a  part  of  the  application 
(A)  full  reports  of  investigations  which  have  been  made  to  show 
whether  or  not  such  drug  is  safe  and  effective  for  use;  (B)  a  full  list 
of  the  articles  used  as  components  of  such  drug;  (C)  a  full  state- 
ment of  the  composition  of  such  drug;  (D)  a  full  description  of  the 
methods  used  in,  and  the  facilities  and  controls  used  for,  the  manu- 
facture, processing,  and  packing  of  such  drug;  (E)  such  samples  of 
such  drug  and  of  the  articles  used  as  components  thereof,  of  any 
animal  feed  for  use  in  or  on  which  such  drug  is  intended,  and  of 
the  edible  portions  or  products  (before  or  after  slaughter)  of  ani- 
mals to  which  such  drug  (directly  or  in  or  on  animal  feed)  is  in- 
tended to  be  administered,  as  the  Secretary  may  require;  (F)  speci- 
mens of  the  labeling  proposed  to  be  used  for  such  drug,  or  in  case 
such  drug  is  intended  for  use  in  animal  feed,  proposed  labeling  ap- 
propriate for  such  use,  and  specimens  of  the  labeling  for  the  drug 
to  be  manufactured,  packed,  or  distributed  by  the  applicant;  (G)  a 
description  of  practicable  methods  for  determining  the  quantity,  if 
any,  of  such  drug  in  or  on  food,  and  any  substance  formed  in  or  on 
food,  because  of  its  use;  and  (H)  the  proposed  tolerance  or  with- 
drawal period  or  other  use  restrictions  for  such  drug  if  any  toler- 
ance or  withdrawal  period  or  other  use  restrictions  are  required  in 
order  to  assure  that  the  proposed  use  of  such  drug  will  be  safe.  The 
applicant  shall  file  with  the  application  the  patent  number  and  the 
expiration  date  of  any  patent  which  claims  the  new  animal  drug 
for  which  the  applicant  filed  the  application  or  which  claims  a 
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method  of  using  such  drug  and  with  respect  to  which  a  claim  of 
patent  infringement  could  reasonably  be  asserted  if  a  person  not 
licensed  by  the  owner  engaged  in  the  manufacture,  use,  or  sale  of 
the  drug.  If  an  application  is  filed  under  this  subsection  for  a  drug 
and  a  patent  which  claims  such  drug  or  a  method  of  using  such 
drug  is  issued  after  the  filing  date  but  before  approval  of  the  appli- 
cation, the  applicant  shall  amend  the  application  to  include  the  in- 
formation required  by  the  preceding  sentence.  Upon  approval  of 
the  application,  the  Secretary  shall  publish  information  submitted 
under  the  two  preceding  sentences. 

(2)  Any  person  may  file  with  the  Secretary  an  abbreviated  appli- 
cation for  the  approval  of  a  new  animal  drug.  An  abbreviated  ap- 
plication shall  contain  the  information  required  by  subsection  (n). 

(c)(1)  Within  one  hundred  and  eighty  days  after  the  filing  of  an 
application  pursuant  to  subsection  (b),  or  such  additional  period  as 
may  be  agreed  upon  by  the  Secretary  and  the  applicant,  the  Secre- 
tary shall  either  (A)  issue  an  order  approving  the  application  if  he 
then  finds  that  none  of  the  grounds  for  denying  approval  specified 
in  subsection  (d)  applies,  or  (B)  give  the  applicant  notice  of  an  op- 
portunity for  a  hearing  before  the  Secretary  under  subsection  (d) 
on  the  question  whether  such  application  is  approvable.  If  the  ap- 
plicant elects  to  accept  the  opportunity  for  a  hearing  by  written  re- 
quest within  thirty  days  after  such  notice,  such  hearing  shall  com- 
mence not  more  than  ninety  days  after  the  expiration  of  such 
thirty  days  unless  the  Secretary  and  the  applicant  otherwise  agree. 
Any  such  hearing  shall  thereafter  be  conducted  on  an  expedited 
basis  and  the  Secretary's  order  thereon  shall  be  issued  within 
ninety  days  after  the  date  fixed  by  the  Secretary  for  filing  final 
briefs. 

(2)(A)  Subject  to  subparagraph  (C),  the  Secretary  shall  approve 
an  abbreviated  application  for  a  drug  unless  the  Secretary  finds — 

(i)  the  methods  used  in,  or  the  facilities  and  controls  used 
for,  the  manufacture,  processing,  and  packing  of  the  drug  are 
inadequate  to  assure  and  preserve  its  identity,  strength,  qual- 
ity, and  purity; 

(ii)  the  conditions  of  use  prescribed,  recommended,  or  sug- 
gested in  the  proposed  labeling  are  not  reasonably  certain  to 
be  followed  in  practice  or,  except  as  provided  subparagraph  (B), 
information  submitted  with  the  application  is  insufficient  to 
show  that  each  of  the  proposed  conditions  of  use  or  similar  lim- 
itations (whether  in  the  labeling  or  published  pursuant  to  sub- 
section (i))  have  been  previously  approved  for  the  approved 
new  animal  drug  referred  to  in  the  application; 

(iii)  information  submitted  with  the  application  is  insuffi- 
cient to  show  that  the  active  ingredients  are  the  same  as  those 
of  the  approved  new  animal  drug  referred  to  in  the  applica- 
tion; 

(iv)  (I)  if  the  application  is  for  a  drug  whose  active  ingredi- 
ents, route  of  administration,  dosage  form,  strength,  or  use 
with  other  animal  drugs  in  animal  feed  is  the  same  as  the 
active  ingredients,  route  of  administration,  dosage  form, 
strength,  or  use  with  other  animal  drugs  in  animal  feed  of  the 
approved  new  animal  drug  referred  to  in  the  application,  infor- 
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mation  submitted  in  the  application  is  insufficient  to  show  that 
the  active  ingredients,  route  of  administration,  dosage  form, 
strength,  or  use  with  other  animal  drugs  in  animal  feed  is  the 
same  as  that  of  the  approved  new  animal  drug,  or 

(II)  if  the  application  is  for  a  drug  whose  active  ingredients, 
route  of  administration,  dosage  form,  strength,  or  use  with 
other  animal  drugs  in  animal  feed  is  different  from  that  of  the 
approved  new  animal  drug  referred  to  in  the  application,  no 
petition  to  file  an  application  for  the  drug  with  the  different 
active  ingredients,  route  of  administration,  dosage  form, 
strength,  or  use  with  other  animal  drugs  in  animal  feed  was 
approved  under  subsection  (n)(3); 

(v)  if  the  application  was  filed  pursuant  to  the  approval  of  a 
petition  under  subsection  (n)(3),  the  application  did  not  contain 
the  information  required  by  the  Secretary  respecting  the  active 
ingredients,  route  of  administration,  dosage  form,  strength,  or 
use  with  other  animal  drugs  in  animal  feed  which  is  not  the 
same; 

(vi)  information  submitted  in  the  application  is  insufficient 
to  show  that  the  drug  is  bioequivalent  to  the  approved  new 
animal  drug  referred  to  in  the  application,  or  if  the  application 
is  filed  under  a  petition  approved  pursuant  to  subsection  (n)(3), 
information  submitted  in  the  application  is  insufficient  to  show 
that  the  active  ingredients  of  the  new  animal  drug  are  of  the 
same  pharmacological  or  therapeutic  class  as  the  pharmaco- 
logical or  therapeutic  class  of  the  approved  new  animal  drug 
and  that  the  new  animal  drug  can  be  expected  to  have  the 
same  therapeutic  effect  as  the  approved  new  animal  drug 
when  used  in  accordance  with  the  labeling; 

(vii)  information  submitted  in  the  application  is  insufficient 
to  show  that  the  labeling  proposed  for  the  drug  is  the  same  as 
the  labeling  approved  for  the  approved  new  animal  drug  re- 
ferred to  in  the  application  except  for  changes  required  be- 
cause of  differences  approved  under  a  petition  filed  under  sub- 
section (n)(3),  because  of  a  different  withdrawal  period,  or  be- 
cause the  drug  and  the  approved  new  animal  drug  are  pro- 
duced or  distributed  by  different  manufacturers; 

(viii)  information  submitted  in  the  application  or  any  other 
information  available  to  the  Secretary  shows  that  (I)  the  inac- 
tive ingredients  of  the  drug  are  unsafe  for  use  under  the  condi- 
tions prescribed,  recommended,  or  suggested  in  the  labeling 
proposed  for  the  drug,  (II)  the  composition  of  the  drug  is  unsafe 
under  such  conditions  because  of  the  type  or  quantity  of  inac- 
tive ingredients  included  or  the  manner  in  which  the  inactive 
ingredients  are  included,  or  (III)  in  the  case  of  a  drug  for  food 
producing  animals,  the  inactive  ingredients  of  the  drug  or  its 
composition  may  be  unsafe  with  respect  to  human  food  safety; 

(ix)  the  approval  under  subsection  (b)(1)  of  the  approved  new 
animal  drug  referred  to  in  the  application  filed  under  subsec- 
tion (b)(2)  has  been  withdrawn  or  suspended  for  grounds  de- 
scribed in  paragraph  (1)  of  subsection  (e),  the  Secretary  has 
published  a  notice  of  a  hearing  to  withdraw  approval  of  the  ap- 
proved new  animal  drug  for  such  grounds,  the  approval  under 
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this  paragraph  of  the  new  animal  drug  for  which  the  applica- 
tion under  subsection  (b)(2)  was  filed  has  been  withdrawn  or 
suspended  under  subparagraph  (G)  for  such  grounds,  or  the 
Secretary  has  determined  that  the  approved  new  animal  drug 
has  been  withdrawn  from  sale  for  safety  or  effectiveness  rea- 
sons; 

(x)  the  application  does  not  meet  any  other  requirement  of 
subsection  (n);  or 

(xi)  the  application  contains  an  untrue  statement  of  material 
fact. 

(B)  If  the  Secretary  finds  that  a  new  animal  drug  for  which  an 
application  is  submitted  under  subsection  (b)(2)  is  bioequivalent  to 
the  approved  new  animal  drug  referred  to  in  such  application  and 
that  residues  of  the  new  animal  drug  are  consistent  with  the  toler- 
ances established  for  such  approved  new  animal  drug  but  at  a 
withdrawal  period  which  is  different  than  the  withdrawal  period 
approved  for  such  approved  new  animal  drug,  the  Secretary  may 
establish,  on  the  basis  of  information  submitted,  such  different 
withdrawal  period  as  the  withdrawal  period  for  the  new  animal 
drug  for  purposes  of  the  approval  of  such  application  for  such  drug. 

(C)  Within  180  days  of  the  initial  receipt  of  an  application  under 
subsection  (b)(2)  or  within  such  additional  period  as  may  be  agreed 
upon  by  the  Secretary  and  the  applicant,  the  Secretary  shall  ap- 
prove or  disapprove  the  application. 

(D)  The  approval  of  an  application  filed  under  subsection  (b)(2) 
shall  be  made  effective  on  the  last  applicable  date  determined 
under  the  following: 

(i)  If  the  applicant  only  made  a  certification  described  in 
clause  (i)  or  (ii)  of  subsection  (n)(l)(G)  or  in  both  such  clauses, 
the  approval  may  be  made  effective  immediately. 

(ii)  If  the  applicant  made  a  certification  described  in  clause 

(iii)  of  subsection  (n)(l)(G),  the  approval  may  be  made  effective 
on  the  date  certified  under  clause  (iii). 

(iii)  If  the  applicant  made  a  certification  described  in  clause 

(iv)  of  subsection  (n)(l)(G),  the  approval  shall  be  made  effective 
immediately  unless  an  action  is  brought  for  infringement  of  a 
patent  which  is  the  subject  of  the  certification  before  the  expi- 
ration of  45  days  from  the  date  the  notice  provided  under  sub- 
section (n)(2)(B)(i)  is  received.  If  such  an  action  is  brought 
before  the  expiration  of  such  days,  the  approval  shall  be  made 
effective  upon  the  expiration  of  the  30  month  period  beginning 
on  the  date  of  the  receipt  of  the  notice  provided  under  subsec- 
tion (n)(2)(B)  or  such  shorter  or  longer  period  as  the  court  may 
order  because  either  party  to  the  action  failed  to  reasonably  co- 
operate in  expediting  the  action,  except  that  if  before  the  expi- 
ration of  such  period — 

(I)  the  court  decides  that  such  patent  is  invalid  or  not  in- 
fringed, the  approval  shall  be  made  effective  on  the  date  of 
the  court  decision, 

(II)  the  court  decides  that  such  patent  has  been  in- 
fringed, the  approval  shall  be  made  effective  on  such  date 
as  the  court  orders  under  section  271(e)(4)(A)  of  title  35, 
United  States  Code,  or 
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(III)  the  court  grants  a  preliminary  injunction  prohibit- 
ing the  applicant  from  engaging  in  the  commercial  manu- 
facture or  sale  of  the  drug  until  the  court  decides  the 
issues  of  patent  validity  and  infringement  and  if  the  court 
decides  that  such  patent  is  invalid  or  not  infringed,  the  ap- 
proval shall  be  made  effective  on  the  date  of  such  court  de- 
cision. 

In  such  an  action,  each  of  the  parties  shall  reasonably  cooper- 
ate in  expediting  the  action.  Until  the  expiration  of  45  days 
from  the  date  the  notice  made  under  subsection  (n)(2)(B)  is  re- 
ceived, no  action  may  be  brought  under  section  2201  of  title  28, 
United  States  Code,  for  a  declaratory  judgment  with  respect  to 
the  patent.  Any  action  brought  under  section  2201  shall  be 
brought  in  the  judicial  district  where  the  defendant  has  its 
principal  place  of  business  or  a  regular  and  established  place  of 
business. 

(iv)  If  the  application  contains  a  certification  described  in 
clause  (iv)  of  subsection  (n)(l)(G)  and  is  for  a  drug  for  which  a 
previous  application  has  been  filed  under  this  subsection  con- 
taining such  a  certification,  the  application  shall  be  made  ef- 
fective not  earlier  than  180  days  after — 

(I)  the  date  the  Secretary  receives  notice  from  the  appli- 
cant under  the  previous  application  of  the  first  commercial 
marketing  of  the  drug  under  the  previous  application,  or 

(II)  the  date  of  a  decision  of  a  court  in  an  action  de- 
scribed in  subclause  (III)  holding  the  patent  which  is  the 
subject  of  the  certification  to  be  invalid  or  not  infringed, 

whichever  is  earlier. 

(E)  If  the  Secretary  decides  to  disapprove  an  application,  the  Sec- 
retary shall  give  the  applicant  notice  of  an  opportunity  for  a  hear- 
ing before  the  Secretary  on  the  question  of  whether  such  applica- 
tion is  appro vable.  If  the  applicant  elects  to  accept  the  opportunity 
for  hearing  by  written  request  within  30  days  after  such  notice, 
such  hearing  shall  commence  not  more  than  90  days  after  the  expi- 
ration of  such  30  days  unless  the  Secretary  and  the  applicant  oth- 
erwise agree.  Any  such  hearing  shall  thereafter  be  conducted  on  an 
expedited  basis  and  the  Secretary's  order  thereon  shall  be  issued 
within  90  days  after  the  date  fixed  by  the  Secretary  for  filing  final 
briefs. 

(F)  (i)  If  an  application  submitted  under  subsection  (b)(1)  for  a 
drug,  no  active  ingredient  (including  any  ester  or  salt  of  the  active 
ingredient)  of  which  has  been  approved  in  any  other  application 
under  subsection  (b)(1),  is  approved  after  the  date  of  the  enactment 
of  this  paragraph,  no  application  may  be  submitted  under  subsec- 
tion (b)(2)  which  refers  to  the  drug  for  which  the  subsection  (b)(1) 
application  was  submitted  before  the  expiration  of  5  years  from  the 
date  of  the  approval  of  the  application  under  subsection  (b)(1), 
except  that  such  an  application  may  be  submitted  under  subsection 
(b)(2)  after  the  expiration  of  4  years  from  the  date  of  the  approval 
of  the  subsection  (b)(1)  application  if  it  contains  a  certification  of 
patent  invalidity  or  noninfringement  described  in  clause  (iv)  of  sub- 
section (n)(l)(G).  The  approval  of  such  an  application  shall  be  made 
effective  in  accordance  with  subparagraph  (B)  except  that,  if  an 
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action  for  patent  infringement  is  commenced  during  the  one-year 
period  beginning  48  months  after  the  date  of  the  approval  of  the 
subsection  (b)  application,  the  30  month  period  referred  to  in  sub- 
paragraph (C)(iii)  shall  be  extended  by  such  amount  of  time  (if  any) 
which  is  required  for  seven  and  one-half  years  to  have  elapsed  from 
the  date  of  approval  of  the  subsection  (b)  application. 

(ii)  If  an  application  submitted  under  subsection  (b)(1)  for  a  drug, 
which  includes  an  active  ingredient  (including  any  ester  or  salt  of 
the  active  ingredient)  that  has  been  approved  in  another  applica- 
tion approved  under  such  subsection,  is  approved  after  the  date  of 
enactment  of  this  paragraph  and  if  such  application  contains  re- 
ports of  new  clinical  or  field  investigations  (other  than  bioequiva- 
lence or  residue  studies)  and,  in  the  case  of  food  producing  animals, 
human  food  safety  studies  (other  than  bioequivalence  or  residue 
studies)  essential  to  the  approval  of  the  application  and  conducted 
or  sponsored  by  the  applicant,  the  Secretary  may  not  make  the  ap- 
proval of  an  application  submitted  under  subsection  (b)(2)  for  the 
conditions  of  approval  of  such  drug  in  the  subsection  (b)(1)  applica- 
tion effective  before  the  expiration  of  3  years  from  the  date  of  the 
approval  of  the  application  under  subsection  (b)(1)  for  such  drug. 

(iii)  If  a  supplement  to  an  application  approved  under  subsection 
(b)(1)  is  approved  after  the  date  of  enactment  of  this  paragraph  and 
the  supplement  contains  reports  of  new  clinical  or  field  investiga- 
tions (other  than  bioequivalence  or  residue  studies)  and,  in  the  case 
of  food  producing  animals,  human  food  safety  studies  (other  than 
bioequivalence  or  residue  studies)  essential  to  the  approval  of  the 
supplement  and  conducted  or  sponsored  by  the  person  submitting 
the  supplement,  the  Secretary  may  not  make  the  approval  of  an 
application  submitted  under  subsection  (b)(2)  for  a  change  approved 
in  the  supplement  effective  before  the  expiration  of  3  years  from 
the  date  of  the  approval  of  the  supplement. 

(iv)  An  applicant  under  subsection  (b)(1)  who  comes  within  the 
provisions  of  clause  (i)  of  this  subparagraph  as  a  result  of  an  appli- 
cation which  seeks  approval  for  a  use  solely  in  non-food  producing 
animals,  may  elect,  within  10  days  of  receiving  such  approval,  to 
waive  clause  (i)  of  this  subparagraph,  in  which  event  the  limitation 
on  approval  of  applications  submitted  under  subsection  (b)(2)  set 
forth  in  clause  (ii)  of  this  subparagraph  shall  be  applicable  to  the 
subsection  (b)(1)  application. 

(v)  If  an  application  (including  any  supplement  to  a  new  animal 
drug  application)  submitted  under  subsection  (b)(1)  for  a  new 
animal  drug  for  a  food-producing  animal  use,  which  includes  an 
active  ingredient  (including  any  ester  or  salt  of  the  active  ingredi- 
ent) which  has  been  the  subject  of  a  waiver  under  subparagraph 
(B)(iv)  is  approved  after  the  date  of  enactment  of  this  paragraph, 
and  if  the  application  contains  reports  of  clinical  or  field  investiga- 
tions or  human  food  safety  studies  (other  than  bioequivalence  or 
residue  studies)  essential  to  the  new  approval  of  the  application 
and  conducted  or  sponsored  by  the  applicant,  the  Secretary  may 
not  make  the  approval  of  an  application  (including  any  supplement 
to  such  application)  submitted  under  subsection  (b)(2)  for  the  new 
conditions  of  approval  of  such  drug  in  the  subsection  (b)(1)  applica- 
tion effective  before  the  expiration  of  five  years  from  the  date  of 
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approval  of  the  application  under  subsection  (b)(1)  for  such  drug. 
The  provisions  of  this  paragraph  shall  apply  only  to  the  first  ap- 
proval for  a  food-producing  animal  use  for  the  same  applicant  after 
the  waiver  under  subparagraph  (B)(iv). 

(G)  If  an  approved  application  submitted  under  subsection  (b)(2) 
for  a  new  animal  drug  refers  to  a  drug  the  approval  of  which  was 
withdrawn  or  suspended  for  grounds  described  in  paragraph  (1)  or 
(2)  of  subsection  (e)  or  was  withdrawn  or  suspended  under  this  sub- 
paragraph or  which,  as  determined  by  the  Secretary,  has  been 
withdrawn  from  sale  for  safety  or  effectiveness  reasons,  the  approv- 
al of  the  drug  under  this  paragraph  shall  be  withdrawn  or  suspend- 
ed— 

(i)  for  the  same  period  as  the  withdrawal  or  suspension 
under  subsection  (e)  or  this  subparagraph,  or 

(ii)  if  the  approved  new  animal  drug  has  been  withdrawn 
from  sale,  for  the  period  of  withdrawal  from  sale  or,  if  earlier, 
the  period  ending  on  the  date  the  Secretary  determines  that 
the  withdrawal  from  sale  is  not  for  safety  or  effectiveness  rea- 
sons. 

(H)  For  purposes  of  this  paragraph: 

(i)  The  term  "bioequivalence"  means  the  rate  and  extent  to 
which  the  active  ingredient  or  therapeutic  ingredient  is  ab- 
sorbed from  a  new  animal  drug  and  becomes  available  at  the 
site  of  drug  action. 

(ii)  A  new  animal  drug  shall  be  considered  to  be  bioequiva- 
lent  to  the  approved  new  animal  drug  referred  to  in  its  appli- 
cation under  subsection  (n)  if — 

(I)  the  rate  and  extent  of  absorption  of  the  drug  do  not 
show  a  significant  difference  from  the  rate  and  extent  of 
absorption  of  the  approved  new  animal  drug  referred  to  in 
the  application  when  administered  at  the  same  dose  of  the 
active  ingredient  under  similar  experimental  conditions  in 
either  a  single  dose  or  multiple  doses; 

(II)  the  extent  of  absorption  of  the  drug  does  not  show  a 
significant  difference  from  the  extent  of  absorption  of  the 
approved  new  animal  drug  referred  to  in  the  application 
when  administered  at  the  same  dose  of  the  active  ingredi- 
ent under  similar  experimental  conditions  in  either  a 
single  dose  or  multiple  doses  and  the  difference  from  the 
approved  new  animal  drug  in  the  rate  of  absorption  of  the 
drug  is  intentional,  is  reflected  in  its  proposed  labeling,  is 
not  essential  to  the  attainment  of  effective  drug  concentra- 
tions in  use,  and  is  considered  scientifically  insignificant 
for  the  drug  in  attaining  the  intended  purposes  of  its  use 
and  preserving  human  food  safety;  or 

(III)  in  any  case  in  which  the  Secretary  determines  that 
the  measurement  of  the  rate  and  extent  of  absorption  or 
excretion  of  the  new  animal  drug  in  biological  fluids  is  in- 
appropriate or  impractical,  an  appropriate  acute  pharma- 
cological effects  test  or  other  test  of  the  new  animal  drug 
and,  when  deemed  scientifically  necessary,  of  the  approved 
new  animal  drug  referred  to  in  the  application  in  the  spe- 
cies to  be  tested  or  in  an  appropriate  animal  model 
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does  not  show  a  significant  difference  between  the  new 
animal  drug  and  such  approved  new  animal  drug  when 
administered  at  the  same  dose  under  similar  experimental 
conditions. 

If  the  approved  new  animal  drug  referred  to  in  the  application 
for  a  new  animal  drug  under  subsection  (n)  is  approved  for  use 
in  more  than  one  animal  species,  the  bioequivalency  informa- 
tion described  in  subclause  (I),  (II),  and  (III)  shall  be  obtained 
for  one  species,  or  if  the  Secretary  deems  appropriate  based  on 
scientific  principles,  shall  be  obtained  for  more  than  one  spe- 
cies. The  Secretary  may  prescribe  the  dose  to  be  used  in  deter- 
mining bioequivalency  under  subclause  (I),  (II),  or  (III).  To 
assure  that  the  residues  of  the  new  animal  drug  will  be  con- 
sistent with  the  established  tolerances  for  the  approved  new 
animal  drug  referred  to  in  the  application  under  subsection 
(b)(2)  upon  the  expiration  of  the  withdrawal  period  contained 
in  the  application  for  the  new  animal  drug,  the  Secretary 
shall  require  bioequivalency  data  or  residue  depletion  studies 
of  the  new  animal  drug  or  such  other  data  or  studies  as  the 
Secretary  considers  appropriate  based  on  scientific  principles. 
If  the  Secretary  requires  one  or  more  residue  studies  under  the 
preceding  sentence,  the  Secretary  may  not  require  that  the 
assay  methodology  used  to  determine  the  withdrawal  period  of 
the  new  animal  drug  be  more  rigorous  than  the  methodology 
used  to  determine  the  withdrawal  period  for  the  approved  new 
animal  drug  referred  to  in  the  application.  If  such  studies  are 
required  and  if  the  approved  new  animal  drug,  referred  to  in 
the  application  for  the  new  animal  drug  for  which  such  studies 
are  required,  is  approved  for  use  in  more  than  one  animal  spe- 
cies, such  studies  shall  be  conducted  for  one  species,  or  if  the 
Secretary  deems  appropriate  based  on  scientific  principles, 
shall  be  conducted  for  more  than  one  species. 
(3)  If  the  patent  information  described  in  subsection  (b)(1)  could 
not  be  filed  with  the  submission  of  an  application  under  subsection 
(b)(1)  because  the  application  was  filed  before  the  patent  informa- 
tion was  required  under  subsection  (b)(1)  or  a  patent  was  issued 
after  the  application  was  approved  under  such  subsection,  the 
holder  of  an  approved  application  shall  file  with  the  Secretary  the 
patent  number  and  the  expiration  date  of  any  patent  which  claims 
the  new  animal  drug  for  which  the  application  was  filed  or  which 
claims  a  method  of  using  such  drug  and  with  respect  to  which  a 
claim  of  patent  infringement  could  reasonably  be  asserted  if  a 
person  not  licensed  by  the  owner  engaged  in  the  manufacture,  use, 
or  sale  of  the  drug.  If  the  holder  of  an  approved  application  could 
not  file  patent  information  under  subsection  (b)(1)  because  it  was 
not  required  at  the  time  the  application  was  approved,  the  holder 
shall  file  such  information  under  this  subsection  not  later  than  30 
days  after  the  date  of  the  enactment  of  this  sentence,  and  if  the 
holder  of  an  approved  application  could  not  file  patent  information 
under  subsection  (b)(1)  because  no  patent  had  been  issued  when  an 
application  was  filed  or  approved,  the  holder  shall  file  such  infor- 
mation under  this  subsection  not  later  than  30  days  after  the  date 
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the  patent  involved  is  issued.  Upon  the  submission  of  patent  infor- 
mation under  this  subsection,  the  Secretary  shall  publish  it. 

(d)(1)  If  the  Secretary  finds,  after  due  notice  to  the  applicant  in 
accordance  with  subsection  (c)  and  giving  him  an  opportunity  for  a 
hearing,  in  accordance  with  said  subsection,  that — 

(A)  the  investigations,  reports  of  which  are  required  to  be 
submitted  to  the  Secretary  pursuant  to  subsection  (b),  do  not 
include  adequate  tests  by  all  methods  reasonably  applicable  to 
show  whether  or  not  such  drug  is  safe  for  use  under  the  condi- 
tions prescribed,  recommended,  or  suggested  in  the  proposed 
labeling  thereof;  / 

(B)  the  results  of  such  tests  show  that  such  drug  is  unsafe  for 
use  under  such  conditions  or  do  not  show  that  such  drug  is 
safe  for  use  under  such  conditions; 

(C)  the  methods  used  in,  and  the  facilities  and  controls  used 
for,  the  manufacture,  processing,  and  packing  of  such  drug  are 
inadequate  to  preserve  its  identity,  strength,  quality,  and 
purity; 

(D)  upon  the  basis  of  the  information  submitted  to  him  as 
part  of  the  application,  or  upon  the  basis  of  any  other  informa- 
tion before  him  with  respect  to  such  drug,  he  has  insufficient 
information  to  determine  whether  such  drug  is  safe  for  use 
under  such  conditions; 

(E)  evaluated  on  the  basis  of  the  information  submitted  to 
him  as  part  of  the  application  and  any  other  information 
before  him  with  respect  to  such  drug,  there  is  a  lack  of  sub- 
stantial evidence  that  the  drug  will  have  the  effect  it  purports 
or  is  represented  to  have  under  the  conditions  of  use  pre- 
scribed, recommended,  or  suggested  in  the  proposed  labeling 
thereof; 

(F)  upon  the  basis  of  the  information  submitted  to  him  as 
part  of  the  application  or  any  other  information  before  him 
with  respect  to  such  drug,  the  tolerance  limitation  proposed,  if 
any,  exceeds  that  reasonably  required  to  accomplish  the  physi- 
cal or  other  technical  effect  for  which  the  drug  is  intended; 

(G)  the  application  failed  to  contain  the  patent  information 
prescribed  by  subsection  (b)(1); 

(H)  based  on  a  fair  evaluation  of  all  material  facts,  such  la- 
beling is  false  or  misleading  in  any  particular;  or 

(I)  such  drug  induces  cancer  when  ingested  by  man  or 
animal  or,  after  tests  which  are  appropriate  for  the  evaluation 
of  the  safety  of  such  drug,  induces  cancer  in  man  or  animal, 
except  that  the  foregoing  provisions  of  this  subparagraph  shall 
not  apply  with  respect  to  such  drug  if  the  Secretary  finds  that, 
under  the  conditions  of  use  specified  in  proposed  labeling  and 
reasonably  certain  to  be  followed  in  practice  (i)  such  drug  will 
not  adversely  affect  the  animals  for  which  it  is  intended,  and 
(ii)  no  residue  of  such  drug  will  be  found  (by  methods  of  exami- 
nation prescribed  or  approved  by  the  Secretary  by  regulations, 
which  regulations  shall  not  be  subject  to  subsections  (c),  (d), 
and  (h)),  in  any  edible  portion  of  such  animals  after  slaughter 
or  in  any  food  yielded  by  or  derived  from  the  living  animals; 
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he  shall  issue  an  order  refusing  to  approve  the  application.  If,  after 
such  notice  and  opportunity  for  hearing,  the  Secretary  finds  that 
subparagraphs  (A)  through  (G)  1  do  not  apply,  he  shall  issue  an 
order  approving  the  application. 

(2)  In  determining  whether  such  drug  is  safe  for  use  under  the 
conditions  prescribed,  recommended,  or  suggested  in  the  proposed 
labeling  thereof,  the  Secretary  shall  consider,  among  other  relevant 
factors,  (A)  the  probable  consumption  of  such  drug  and  of  any  sub- 
stance formed  in  or  on  food  because  of  the  use  of  such  drug,  (B)  the 
cumulative  effect  on  man  or  animal  of  such  drug,  taking  into  ac- 
count any  chemically  or  pharmacologically  related  substance,  (C) 
safety  factors  which  in  the  opinion  of  experts,  qualified  by  scientif- 
ic training  and  experience  to  evaluate  the  safety  of  such  drugs,  are 
appropriate  for  the  use  of  animal  experimentation  data,  and  (D) 
whether  the  conditions  of  use  prescribed,  recommended,  or  suggest- 
ed in  the  proposed  labeling  are  reasonably  certain  to  be  followed  in 
practice.  Any  order  issued  under  this  subsection  refusing  to  ap- 
prove an  application  shall  state  the  findings  upon  which  it  is  based. 

(3)  As  used  in  this  subsection  and  subsection  (e),  the  term  '  'sub- 
stantial evidence"  means  evidence  consisting  of  adequate  and  well- 
controlled  investigations,  including  field  investigation,  by  experts 
qualified  by  scientific  training  and  experience  to  evaluate  the  effec- 
tiveness of  the  drug  involved,  on  the  basis  of  which  it  could  fairly 
and  reasonably  be  concluded  by  such  experts  that  the  drug  will 
have  the  effect  it  purports  or  is  represented  to  have  under  the  con- 
ditions of  use  prescribed,  recommended,  or  suggested  in  the  label- 
ing or  proposed  labeling  thereof. 

(e)(1)  The  Secretary  shall,  after  due  notice  and  opportunity  for 
hearing  to  the  applicant,  issue  an  order  withdrawing  approval  of 
an  application  filed  pursuant  to  subsection  (b)  with  respect  to  any 
new  animal  drug  if  the  Secretary  finds — 

(A)  that  experience  or  scientific  data  show  that  such  drug  is 
unsafe  for  use  under  the  conditions  of  use  upon  the  basis  of 
which  the  application  was  approved; 

(B)  that  new  evidence  not  contained  in  such  application  or 
not  available  to  the  Secretary  until  after  such  application  was 
approved,  or  tests  by  new  methods,  or  tests  by  methods  not 
deemed  reasonably  applicable  when  such  application  was  ap- 
proved, evaluated  together  with  the  evidence  available  to  the 
Secretary  when  the  application  was  approved,  shows  that  such 
drug  is  not  shown  to  be  safe  for  use  under  the  conditions  of  use 
upon  the  basis  of  which  the  application  was  approved  or  that 
subparagraph  (H)  1  of  paragraph  (1)  of  subsection  (d)  applies  to 
such  drug; 

(C)  on  the  basis  of  new  information  before  him  with  respect 
to  such  drug,  evaluated  together  with  the  evidence  available  to 
him  when  the  application  was  approved,  that  there  is  a  lack  of 
substantial  evidence  that  such  drug  will  have  the  effect  it  pur- 
ports or  is  represented  to  have  under  the  conditions  of  use  pre- 
scribed, recommended,  or  suggested  in  the  labeling  thereof; 
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(D)  the  patent  information  prescribed  by  subsection  (c)(3)  was 
not  filed  within  30  days  after  the  receipt  of  written  notice  from 
the  Secretary  specifying  the  failure  to  file  such  information; 

(E)  that  the  application  contains  any  untrue  statement  of  a 
material  fact;  or 

(F)  that  the  applicant  has  made  any  changes  from  the  stand- 
point of  safety  or  effectiveness  beyond  the  variations  provided 
for  in  the  application  unless  he  has  supplemented  the  applica- 
tion by  filing  with  the  Secretary  adequate  information  respect- 
ing all  such  changes  and  unless  there  is  in  effect  an  approval 
of  the  supplemental  application.  The  supplemental  application 
shall  be  treated  in  the  same  manner  as  the  original  applica- 
tion. 

If  the  Secretary  (or  in  his  absence  the  officer  acting  as  Secretary) 
finds  that  there  is  an  imminent  hazard  to  the  health  of  man  or  of 
the  animals  for  which  such  drug  is  intended,  he  may  suspend  the 
approval  of  such  application  immediately,  and  give  the  applicant 
prompt  notice  of  his  action  and  afford  the  applicant  the  opportuni- 
ty for  an  expedited  hearing  under  this  subsection;  but  the  author- 
ity conferred  by  this  sentence  to  suspend  the  approval  of  an  appli- 
cation shall  not  be  delegated. 

(2)  The  Secretary  may  also,  after  due  notice  and  opportunity  for 
hearing  to  the  applicant,  issue  an  order  withdrawing  the  approval 
of  an  application  with  respect  to  any  new  animal  drug  under  this 
section  if  the  Secretary  finds — 

(A)  that  the  applicant  has  failed  to  establish  a  system  for 
maintaining  required  records,  or  has  repeatedly  or  deliberately 
failed  to  maintain  such  records  or  to  make  required  reports  in 
accordance  with  a  regulation  or  order  under  subsection  (1),  or 
the  applicant  has  refused  to  permit  access  to,  or  copying  or 
verification  of,  such  records  as  required  by  paragraph  (2)  of 
such  subsection; 

(B)  that  on  the  basis  of  new  information  before  him,  evaluat- 
ed together  with  the  evidence  before  him  when  the  application 
was  approved,  the  methods  used  in,  or  the  facilities  and  con- 
trols used  for,  the  manufacture,  processing,  and  packing  of 
such  drug  are  inadequate  to  assure  and  preserve  its  identity, 
strength,  quality,  and  purity  and  were  not  made  adequate 
within  a  reasonable  time  after  receipt  of  written  notice  from 
the  Secretary  specifying  the  matter  complained  of;  or 

(C)  that  on  the  basis  of  new  information  before  him,  evaluat- 
ed together  with  the  evidence  before  him  when  the  application 
was  approved,  the  labeling  of  such  drug,  based  on  a  fair  eval- 
uation of  all  material  facts,  is  false  or  misleading  in  any  par- 
ticular and  was  not  corrected  within  a  reasonable  time  after 
receipt  of  written  notice  from  the  Secretary  specifying  the 
matter  complained  of. 

(3)  Any  order  under  this  subsection  shall  state  the  findings  upon 
which  it  is  based. 

(f)  Whenever  the  Secretary  finds  that  the  facts  so  require,  he 
shall  revoke  any  previous  order  under  subsection  (d),  (e),  or  (m)  re- 
fusing, withdrawing,  or  suspending  approval  of  an  application  and 
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shall  approve  such  application  or  reinstate  such  approval,  as  may 
be  appropriate. 

(g)  Orders  of  the  Secretary  issued  under  this  section  (other  than 
orders  issuing,  amending,  or  repealing  regulations)  shall  be  served 
(1)  in  person  by  any  officer  or  employee  of  the  department  desig- 
nated by  the  Secretary  or  (2)  by  mailing  the  order  by  registered 
mail  or  by  certified  mail  addressed  to  the  applicant  or  respondent 
at  his  last  known  address  in  the  records  of  the  Secretary. 

(h)  An  appeal  may  be  taken  by  the  applicant  from  an  order  of 
the  Secretary  refusing  or  withdrawing  approval  of  an  application 
filed  under  subsection  (b)  or  (m)  of  this  section.  The  provisions  of 
subsection  (h)  of  section  505  of  this  Act  shall  govern  any  such 
appeal. 

(i)  When  a  new  animal  drug  application  filed  pursuant  to  subsec- 
tion (b)  is  approved,  the  Secretary  shall  by  notice,  which  upon  pub- 
lication shall  be  effective  as  a  regulation,  publish  in  the  Federal 
Register  the  name  and  address  of  the  applicant  and  the  conditions 
and  indications  of  use  of  the  new  animal  drug  covered  by  such  ap- 
plication, including  any  tolerance  and  withdrawal  period  or  other 
use  restrictions  and,  if  such  new  animal  drug  is  intended  for  use  in 
animal  feed,  appropriate  purposes  and  conditions  of  use  (including 
special  labeling  requirements)  applicable  to  any  animal  feed  for  use 
in  which  such  drug  is  approved,  and  such  other  information,  upon 
the  basis  of  which  such  application  was  approved,  as  the  Secretary 
deems  necessary  to  assure  the  safe  and  effective  use  of  such  drug. 
Upon  withdrawal  of  approval  of  such  new  animal  drug  application 
or  upon  its  suspension,  the  Secretary  shall  forthwith  revoke  or  sus- 
pend, as  the  case  may  be,  the  regulation  published  pursuant  to  this 
subsection  (i)  insofar  as  it  is  based  on  the  approval  of  such  applica- 
tion. 

(j)  To  the  extent  consistent  with  the  public  health,  the  Secretary 
shall  promulgate  regulations  for  exempting  from  the  operation  of 
this  section  new  animal  drugs,  and  animal  feeds  bearing  or  con- 
taining new  animal  drugs,  intended  solely  for  investigational  use 
by  experts  qualified  by  scientific  training  and  experience  to  investi- 
gate the  safety  and  effectiveness  of  animal  drugs.  Such  regulations 
may,  in  the  discretion  of  the  Secretary,  among  other  conditions  re- 
lating to  the  protection  of  the  public  health,  provide  for  condition- 
ing such  exemption  upon  the  establishment  and  maintenance  of 
such  records,  and  the  making  of  such  reports  to  the  Secretary,  by 
the  manufacturer  or  the  sponsor  of  the  investigation  of  such  arti- 
cle, of  data  (including  but  not  limited  to  analytical  reports  by  inves- 
tigators) obtained  as  a  result  of  such  investigational  use  of  such  ar: 
ticle,  as  the  Secretary  finds  will  enable  him  to  evaluate  the  safety 
and  effectiveness  of  such  article  in  the  event  of  the  filing  of  an  ap- 
plication pursuant  to  this  section.  Such  regulations,  among  other 
things,  shall  set  forth  the  conditions  (if  any)  upon  which  animals 
treated  with  such  articles,  and  any  products  of  such  animals 
(before  or  after  slaughter),  may  be  marketed  for  food  use. 

(k)  While  approval  of  an  application  for  a  new  animal  drug  is  ef- 
fective, a  food  shall  not,  by  reason  of  bearing  or  containing  such 
drug  or  any  substance  formed  in  or  on  the  food  because  of  its  use 
in  accordance  with  such  application  (including  the  conditions  and 
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indications  of  use  prescribed  pursuant  to  subsection  (i)),  be  consid- 
ered adulterated  within  the  meaning  of  clause  (1)  of  section  402(a). 

(1)  (1)  In  the  case  of  any  new  animal  drug  for  which  an  approval 
of  an  application  filed  pursuant  to  subsection  (b)  is  in  effect,  the 
applicant  shall  establish  and  maintain  such  records,  and  make 
such  reports  to  the  Secretary,  of  data  relating  to  experience  and 
other  data  or  information,  received  or  otherwise  obtained  by  such 
applicant  with  respect  to  such  drug,  or  with  respect  to  animal  feeds 
bearing  or  containing  such  drug,  as  the  Secretary  may  by  general 
regulation,  or  by  order  with  respect  to  such  application,  prescribe 
on  the  basis  of  a  finding  that  such  records  and  reports  are  neces- 
sary in  order  to  enable  the  Secretary  to  determine,  or  facilitate  a 
determination,  whether  there  is  or  may  be  ground  for  invoking 
subsection  (e)  or  subsection  (m)(4)  of  this  section.  Such  regulation  or 
order  shall  provide,  where  the  Secretary  deems  it  to  be  appropri- 
ate, for  the  examination,  upon  request,  by  the  persons  to  whom 
such  regulation  or  order  is  applicable,  of  similar  information  re- 
ceived or  otherwise  obtained  by  the  Secretary. 

(2)  Every  person  required  under  this  subsection  to  maintain 
records,  and  every  person  in  charge  or  custody  thereof,  shall,  upon 
request  of  an  officer  or  employee  designated  by  the  Secretary, 
permit  such  officer  or  employee  at  all  reasonable  times  to  have 
access  to  and  copy  and  verify  such  records. 

(m)(l)  Any  person  may  file  with  the  Secretary  an  application 
with  respect  to  any  intended  use  or  uses  of  an  animal  feed  bearing 
or  containing  a  new  animal  drug.  Such  person  shall  submit  to  the 
Secretary  as  part  of  the  application  (A)  a  full  statement  of  the  com- 
position of  such  animal  feed,  (B)  an  identification  of  the  regulation 
or  regulations  (relating  to  the  new  animal  drug  or  drugs  to  be  used 
in  such  feed),  published  pursuant  to  subsection  (i),  on  which  he 
relies  as  a  basis  for  approval  of  his  application  with  respect  to  the 
use  of  such  drug  in  such  feed,  (C)  a  full  description  of  the  methods 
used  in,  and  the  facilities  and  controls  used  for,  the  manufacture, 
processing,  and  packing  of  such  animal  feed,  (D)  specimens  of  the 
labeling  proposed  to  be  used  for  such  animal  feed,  and  (E)  if  so  re- 
quested by  the  Secretary,  samples  of  such  animal  feed  or  compo- 
nents thereof. 

(2)  Within  ninety  days  after  the  filing  of  an  application  pursuant 
to  subsection  (m)(l),  or  such  additional  period  as  may  be  agreed 
upon  by  the  Secretary  and  the  applicant,  the  Secretary  shall  either 
(A)  issue  an  order  approving  the  application  if  he  then  finds  that 
none  of  the  grounds  for  denying  approval  specified  in  paragraph  (3) 
applies,  or  (B)  give  the  applicant  notice  of  an  opportunity  for  a 
hearing  before  the  Secretary  under  paragraph  (3)  on  the  question 
whether  such  application  is  approvable.  The  procedure  governing 
such  a  hearing  shall  be  the  procedure  set  forth  in  the  last  two  sen- 
tences of  subsection  (c). 

(3)  If  the  Secretary,  after  due  notice  to  the  applicant  in  accord- 
ance with  paragraph  (2)  and  giving  him  an  opportunity  for  a  hear- 
ing in  accordance  with  such  paragraph,  finds,  on  the  basis  of  infor- 
mation submitted  to  him  as  part  of  the  application  or  on  the  basis 
of  any  other  information  before  him — 
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(A)  that  there  is  not  in  effect  a  regulation  under  subsection 
(i)  (identified  in  such  application)  on  the  basis  of  which  such 
application  may  be  approved; 

(B)  that  such  animal  feed  (including  the  proposed  use  of  any 
new  animal  drug  therein  or  thereon)  does  not  conform  to  an 
applicable  regulation  published  pursuant  to  subsection  (i)  re- 
ferred to  in  the  application,  or  that  the  purposes  and  condi- 
tions or  indications  of  use  prescribed,  recommended,  or  sug- 
gested in  the  labeling  of  such  feed  do  not  conform  to  the  appli- 
cable purposes  and  conditions  or  indications  of  use  (including 
warnings)  published  pursuant  to  subsection  (i)  or  such  labeling 
omits  or  fails  to  conform  to  other  applicable  information  pub- 
lished pursuant  to  subsection  (i); 

(C)  that  the  methods  used  in,  and  the  facilities  and  controls 
used  for,  the  manufacture,  processing,  and  packing  of  such 
animal  feed  are  inadequate  to  preserve  the  identity,  strength, 
quality,  and  purity  of  the  new  animal  drug  therein;  or 

(D)  that,  based  on  a  fair  evaluation  of  all  material  facts,  such 
labeling  is  false  or  misleading  in  any  particular; 

he  shall  issue  an  order  refusing  to  approve  the  application.  If,  after 
such  notice  and  opportunity  for  hearing,  the  Secretary  finds  that 
subparagraphs  (A)  through  (D)  do  not  apply,  he  shall  issue  an  order 
approving  the  application.  An  order  under  this  subsection  approv- 
ing an  application  with  respect  to  an  animal  feed  bearing  or  con- 
taining a  new  animal  drug  shall  be  effective  only  while  there  is  in 
effect  a  regulation  pursuant  to  subsection  (i),  on  the  basis  of  which 
such  application  (or  a  supplement  thereto)  was  approved,  relating 
to  the  use  of  such  drug  in  or  on  such  feed. 

(4)(A)  The  Secretary  shall,  after  due  notice  and  opportunity  for 
hearing  to  the  applicant,  issue  an  order  withdrawing  approval  of 
an  application  with  respect  to  any  animal  feed  under  this  subsec- 
tion if  the  Secretary  finds — 

(i)  that  the  application  contains  any  untrue  statement  of  a 
material  fact;  or 

(ii)  that  the  applicant  has  made  any  changes  from  the  stand- 
point of  safety  or  effectiveness  beyond  the  variations  provided 
for  in  the  application  unless  he  has  supplemented  the  applica- 
tion by  filing  with  the  Secretary  adequate  information  respect- 
ing all  such  changes  and  unless  there  is  in  effect  an  approval 
of  the  supplemental  application.  The  supplemental  application 
shall  be  treated  in  the  same  manner  as  the  original  applica- 
tion. 

If  the  Secretary  (or  in  his  absence  the  officer  acting  as  Secretary) 
finds  that  there  is  an  imminent  hazard  to  the  health  of  man  or  of 
the  animals  for  which  such  animal  feed  is  intended,  he  may  sus- 
pend the  approval  of  such  application  immediately,  and  give  the 
applicant  prompt  notice  of  his  action  and  afford  the  applicant  the 
opportunity  for  an  expedited  hearing  under  this  subsection;  but  the 
authority  conferred  by  this  sentence  shall  not  be  delegated. 

(B)  The  Secretary  may  also,  after  due  notice  and  opportunity  for 
hearing  to  the  applicant,  issue  an  order  withdrawing  the  approval 
of  an  application  with  respect  to  any  animal  feed  under  this  sub- 
section if  the  Secretary  finds — 
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(i)  that  the  applicant  has  failed  to  establish  a  system  for 
maintaining  required  records,  or  has  repeatedly  or  deliberately 
failed  to  maintain  such  records  or  to  make  required  reports  in 
accordance  with  a  regulation  or  order  under  paragraph  (5)(A) 
of  this  subsection,  or  the  applicant  has  refused  to  permit  access 
to,  or  copying  or  verification  of,  such  records  as  required  by 
subparagraph  (B)  of  such  paragraph; 

(ii)  that  on  the  basis  of  new  information  before  him,  evaluat- 
ed together  with  the  evidence  before  him  when  such  applica- 
tion was  approved,  the  methods  used  in,  or  the  facilities  and 
controls  used  for,  the  manufacture,  processing,  and  packing  of 
such  animal  feed  are  inadequate  to  assure  and  preserve  the 
identity,  strength,  quality,  and  purity  of  the  new  animal  drug 
therein,  and  were  not  made  adequate  within  a  reasonable  time 
after  receipt  of  written  notice  from  the  Secretary,  specifying 
the  matter  complained  of;  or 

(iii)  that  on  the  basis  of  new  information  before  him,  evaluat- 
ed together  with  the  evidence  before  him  when  the  application 
was  approved,  the  labeling  of  such  animal  feed,  based  on  a  fair 
evaluation  of  all  material  facts,  is  false  or  misleading  in  any 
particular  and  was  not  corrected  within  a  reasonable  time 
after  receipt  of  written  notice  from  the  Secretary  specifying 
the  matter  complained  of. 

(C)  Any  order  under  paragraph  (4)  of  this  subsection  shall  state 
the  findings  upon  which  it  is  based. 

(5)  In  the  case  of  any  animal  feed  for  which  an  approval  of  an 
application  filed  pursuant  to  this  subsection  is  in  effect — 

(A)  the  applicant  shall  establish  and  maintain  such  records, 
and  make  such  reports  to  the  Secretary,  or  (at  the  option  of 
the  Secretary)  to  the  appropriate  person  or  persons  holding  an 
approved  application  filed  under  subsection  (b),  as  the  Secre- 
tary may  by  general  regulation,  or  by  order  with  respect  to 
such  application,  prescribe  on  the  basis  of  a  finding  that  such 
records  and  reports  are  necessary  in  order  to  enable  the  Secre- 
tary to  determine,  or  facilitate  a  determination,  whether  there 
is  or  may  be  ground  for  invoking  subsection  (e)  or  paragraph 
(4)  of  this  subsection. 

(B)  every  person  required  under  this  subsection  to  maintain 
records,  and  every  person  in  charge  or  custody  thereof,  shall, 
upon  request  of  an  officer  or  employee  designated  by  the  Secre- 
tary, permit  such  officer  or  employee  at  all  reasonable  times  to 
have  access  to  and  copy  and  verify  such  records. 

(n)(l)  An  abbreviated  application  for  a  new  animal  drug  shall 
contain — 

(A)(i)  except  as  provided  in  clause  (ii),  information  to  show 
that  the  conditions  of  use  or  similar  limitations  (whether  in 
the  labeling  or  published  pursuant  to  subsection  (i))  prescribed, 
recommended,  or  suggested  in  the  labeling  proposed  for  the 
new  animal  drug  have  been  previously  approved  for  a  new 
animal  drug  listed  under  paragraph  (4)  (hereinafter  in  this  sub- 
section referred  to  as  an  "approved  new  animal  drug"),  and 

(ii)  information  to  show  that  the  withdrawal  period  at  which 
residues  of  the  new  animal  drug  will  be  consistent  with  the  tol- 
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erances  established  for  the  approved  new  animal  drug  is  the 
same  as  the  withdrawal  period  previously  established  for  the 
approved  new  animal  drug  or,  if  the  withdrawal  period  is  pro- 
posed to  be  different,  information  showing  that  the  residues  of 
the  new  animal  drug  at  the  proposed  different  withdrawal 
period  will  be  consistent  with  the  tolerances  established  for  the 
approved  new  animal  drug; 

(B)  (i)  information  to  show  that  the  active  ingredients  of  the 
new  animal  drug  are  the  same  as  those  of  the  approved  new 
animal  drug,  and 

(ii)  if  the  approved  new  animal  drug  has  more  than  one 
active  ingredient,  and  if  one  of  the  active  ingredients  of  the 
new  animal  drug  is  different  from  one  of  the  active  ingredients 
of  the  approved  new  animal  drug  and  the  application  is  filed 
pursuant  to  the  approval  of  a  petition  filed  under  paragraph 
(3)- 

(I)  information  to  show  that  the  other  active  ingredients 
of  the  new  animal  drug  are  the  same  as  the  active  ingredi- 
ents of  the  approved  new  animal  drug, 

(II)  information  to  show  either  that  the  different  active 
ingredient  is  an  active  ingredient  of  another  approved  new 
animal  drug  or  of  an  animal  drug  which  does  not  meet  the 
requirements  of  section  201(w),  and 

(III)  such  other  information  respecting  the  different 
active  ingredients  as  the  Secretary  may  require; 

(C)  (i)  if  the  approved  new  animal  drug  is  permitted  to  be 
used  with  one  or  more  animal  drugs  in  animal  feed,  informa- 
tion to  show  that  the  proposed  uses  of  the  new  animal  drug 
with  other  animal  drugs  in  animal  feed  are  the  same  as  the 
uses  of  the  approved  new  animal  drug,  and 

(ii)  if  the  approved  new  animal  drug  is  permitted  to  be  used 
with  one  or  more  other  animal  drugs  in  animal  feed,  and  one 
of  the  other  animal  drugs  proposed  for  use  with  the  new 
animal  drug  in  animal  feed  is  different  from  one  of  the  other 
animal  drugs  permitted  to  be  used  in  animal  feed  with  the  ap- 
proved new  animal  drug,  and  the  application  is  filed  pursuant 
to  the  approval  of  a  petition  filed  under  paragraph  (3) — 

(I)  information  to  show  either  that  the  different  animal 
drug  proposed  for  use  with  the  approved  new  animal  drug 
in  animal  feed  is  an  approved  new  animal  drug  permitted 
to  be  used  in  animal  feed  or  does  not  meet  the  require- 
ments of  section  201(w)  when  used  with  another  animal 
drug  in  animal  feed, 

(II)  information  to  show  that  other  animal  drugs  pro- 
posed for  use  with  the  new  animal  drug  in  animal  feed  are 
the  same  as  the  other  animal  drugs  permitted  to  be  used 
with  the  approved  new  animal  drug,  and 

(III)  such  other  information  respecting  the  different 
animal  drug  or  combination  with  respect  to  which  the  peti- 
tion was  filed  as  the  Secretary  may  require, 

(D)  information  to  show  that  the  route  of  administration,  the 
dosage  form,  and  the  strength  of  the  new  animal  drug  are  the 
same  as  those  of  the  approved  new  animal  drug  or,  if  the  route 
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of  administration,  the  dosage  form,  or  the  strength  of  the  new 
animal  drug  is  different  and  the  application  is  filed  pursuant 
to  the  approval  of  a  petition  filed  under  paragraph  (3),  such  in- 
formation respecting  the  route  of  administration,  dosage  form, 
or  strength  with  respect  to  which  the  petition  was  filed  as  the 
Secretary  may  require; 

(E)  information  to  show  that  the  new  animal  drug  is  bioequi- 
valent  to  the  approved  new  animal  drug,  except  that  if  the  ap- 
plication is  filed  pursuant  to  the  approval  of  a  petition  filed 
under  paragraph  (3)  for  the  purposes  described  in  subpara- 
graph (B)  or  (C),  information  to  show  that  the  active  ingredi- 
ents of  the  new  animal  drug  are  of  the  same  pharmacological 
or  therapeutic  class  as  the  pharmacological  or  therapeutic 
class  of  the  approved  new  animal  drug  and  that  the  new 
animal  drug  can  be  expected  to  have  the  same  therapeutic 
effect  as  the  approved  new  animal  drug  when  used  in  accord- 
ance with  the  labeling; 

(F)  information  to  show  that  the  labeling  proposed  for  the 
new  animal  drug  is  the  same  as  the  labeling  approved  for  the 
approved  new  animal  drug  except  for  changes  required  because 
of  differences  approved  under  a  petition  filed  under  paragraph 
(3),  because  of  a  different  withdrawal  period,  or  because  the 
new  animal  drug  and  the  approved  new  animal  drug  are  pro- 
duced or  distributed  by  different  manufacturers; 

(G)  the  items  specified  in  clauses  (B)  through  (F)  of  subsec- 
tion (b)(1); 

(H)  a  certification,  in  the  opinion  of  the  applicant  and  to  the 
best  of  his  knowledge,  with  respect  to  each  patent  which 
claims  the  approved  new  animal  drug  or  which  claims  a  use 
for  such  approved  new  animal  drug  for  which  the  applicant  is 
seeking  approval  under  this  subsection  and  for  which  informa- 
tion is  required  to  be  filed  under  subsection  (b)(1)  or  (c)(3) — 

(i)  that  such  patent  information  has  not  been  filed, 

(ii)  that  such  patent  has  expired, 

(hi)  of  the  date  on  which  such  patent  will  expire,  or 

(iv)  that  such  patent  is  invalid  or  will  not  be  infringed 

by  the  manufacture,  use,  or  sale  of  the  new  animal  drug 

for  which  the  application  is  filed;  and 

(I)  if  with  respect  to  the  approved  new  animal  drug  informa- 
tion was  filed  under  subsection  (b)(1)  or  (c)(3)  for  a  method  of 
use  patent  which  does  not  claim  a  use  for  which  the  applicant 
is  seeking  approval  of  an  application  under  subsection  (c)(2),  a 
statement  that  the  method  of  use  patent  does  not  claim  such  a 
use. 

The  Secretary  may  not  require  that  an  abbreviated  application  con- 
tain information  in  addition  to  that  required  by  subparagraphs  (A) 
through  (H). 

(2)(A)  An  applicant  who  makes  a  certification  described  in  para- 
graph (l)(G)(iv)  shall  include  in  the  application  a  statement  that 
the  applicant  will  give  the  notice  required  by  subparagraph  (B)  to — 
(i)  each  owner  of  the  patent  which  is  the  subject  of  the  certi- 
fication or  the  representative  of  such  owner  designated  to  re- 
ceive such  notice,  and 
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(ii)  the  holder  of  the  approved  application  under  subsection 
(c)(1)  for  the  drug  which  is  claimed  by  the  patent  or  a  use  of 
which  is  claimed  by  the  patent  or  the  representative  of  such 
holder  designated  to  receive  such  notice. 

(B)  The  notice  referred  to  in  subparagraph  (A)  shall  state  that  an 
application,  which  contains  data  from  bioequivalence  studies,  has 
been  filed  under  this  subsection  for  the  drug  with  respect  to  which 
the  certification  is  made  to  obtain  approval  to  engage  in  the  com- 
mercial manufacture,  use,  or  sale  of  such  drug  before  the  expira- 
tion of  the  patent  referred  to  in  the  certification.  Such  notice  shall 
include  a  detailed  statement  of  the  factual  and  legal  basis  of  the 
applicant's  opinion  that  the  patent  is  not  valid  or  will  not  be  in- 
fringed. 

(C)  If  an  application  is  amended  to  include  a  certification  de- 
scribed in  paragraph  (l)(G)(iv),  the  notice  required  by  subparagraph 
(B)  shall  be  given  when  the  amended  application  is  filed. 

(3)  If  a  person  wants  to  submit  an  abbreviated  application  for  a 
new  animal  drug — 

(A)  whose  active  ingredients,  route  of  administration,  dosage 
form,  or  strength  differ  from  that  of  an  approved  new  animal 
drug,  or 

(B)  whose  use  with  other  animal  drugs  in  animal  feed  differs 
from  that  of  an  approved  new  animal  drug, 

such  person  shall  submit  a  petition  to  the  Secretary  seeking  per- 
mission to  file  such  an  application.  The  Secretary  shall  approve  a 
petition  for  a  new  animal  drug  unless  the  Secretary  finds  that — 

(C)  investigations  must  be  conducted  to  show  the  safety  and 
effectiveness,  in  animals  to  be  treated  with  the  drug,  of  the 
active  ingredients,  route  of  administration,  dosage  form, 
strength,  or  use  with  other  animal  drugs  in  animal  feed  which 
differ  from  the  approved  new  animal  drug,  or 

(D)  investigations  must  be  conducted  to  show  the  safety  for 
human  consumption  of  any  residues  in  food  resulting  from  the 
proposed  active  ingredients^  route  of  administration,  dosage 
form,  strength,  or  use  with  other  animal  drugs  in  animal  feed 
for  the  new  animal  drug  which  is  different  from  the  active  in- 
gredients, route  of  administration,  dosage  form,  strength,  or 
use  with  other  animal  drugs  in  animal  feed  of  the  approved 
new  animal  drug. 

The  Secretary  shall  approve  or  disapprove  a  petition  submitted 
under  this  paragraph  within  90  days  of  the  date  the  petition  is  sub- 
mitted. 

(4)  (A)(i)  Within  60  days  of  the  date  of  the  enactment  of  this  sub- 
section, the  Secretary  shall  publish  and  make  available  to  the 
public  a  list  in  alphabetical  order  of  the  official  and  proprietary 
name  of  each  new  animal  drug  which  has  been  approved  for  safety 
and  effectiveness  before  the  date  of  the  enactment  of  this  subsec- 
tion. 

(ii)  Every  30  days  after  the  publication  of  the  first  list  under 
clause  (i)  the  Secretary  shall  revise  the  list  to  include  each  new 
animal  drug  which  has  been  approved  for  safety  and  effectiveness 
under  subsection  (c)  during  the  30  day  period. 
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(iii)  When  patent  information  submitted  under  subsection  (b)(1) 
or  (c)(3)  respecting  a  new  animal  drug  included  on  the  list  is  to  be 
published  by  the  Secretary,  the  Secretary  shall,  in  revisions  made 
under  clause  (ii),  include  such  information  for  such  drug. 

(B)  A  new  animal  drug  approved  for  safety  and  effectiveness 
before  the  date  of  the  enactment  of  this  subsection  or  approved  for 
safety  and  effectiveness  under  subsection  (c)  shall,  for  purposes  of 
this  subsection,  be  considered  to  have  been  published  under  sub- 
paragraph (A)  on  the  date  of  its  approval  or  the  date  of  enactment, 
whichever  is  later. 

(C)  If  the  approval  of  a  new  animal  drug  was  withdrawn  or  sus- 
pended under  subsection  (c)(2)(G)  or  for  grounds  described  in  sub- 
section (e)  or  if  the  Secretary  determines  that  a  drug  has  been 
withdrawn  from  sale  for  safety  or  effectiveness  reasons,  it  may  not 
be  published  in  the  list  under  subparagraph  (A)  or,  if  the  withdraw- 
al or  suspension  occurred  after  its  publication  in  such  list,  it  shall 
be  immediately  removed  from  such  list — 

(i)  for  the  same  period  as  the  withdrawal  or  suspension 
under  subsection  (c)(2)(G)  or  (e),  or 

(ii)  if  the  listed  drug  has  been  withdrawn  from  sale,  for  the 
period  of  withdrawal  from  sale  or,  if  earlier,  the  period  ending 
on  the  date  the  Secretary  determines  that  the  withdrawal  from 
sale  is  not  for  safety  or  effectiveness  reasons. 

A  notice  of  the  removal  shall  be  published  in  the  Federal  Register. 

(5)  If  an  application  contains  the  information  required  by  clauses 
(A),  (G),  and  (H)  of  subsection  (b)(1)  and  such  information — 

(A)  is  relied  on  by  the  applicant  for  the  approval  of  the  appli- 
cation, and 

(B)  is  not  information  derived  either  from  investigations, 
studies,  or  tests  conducted  by  or  for  the  applicant  or  for  which 
the  applicant  had  obtained  a  right  of  reference  or  use  from  the 
person  by  or  for  whom  the  investigations,  studies,  or  tests  were 
conducted, 

such  application  shall  be  considered  to  be  an  application  filed 
under  subsection  (b)(2). 

(o)  For  purposes  of  this  section,  the  term  "patent"  means  a 
patent  issued  by  the  Patent  and  Trademark  Office  of  the  Depart- 
ment of  Commerce. 

(p)(l)  Safety  and  effectiveness  data  and  information  which  has 
been  submitted  in  an  application  filed  under  subsection  (b)(1)  for  a 
drug  and  which  has  not  previously  been  disclosed  to  the  public 
shall  be  made  available  to  the  public,  upon  request,  unless  extraor- 
dinary circumstances  are  shown — 

(A)  if  no  work  is  being  or  will  be  undertaken  to  have  the  ap- 
plication approved. 

(B)  if  the  Secretary  has  determined  that  the  application  is 
not  approvable  and  all  legal  appeals  have  been  exhausted, 

(C)  if  approval  of  the  application  under  subsection  (c)  is  with- 
drawn and  all  legal  appeals  have  been  exhausted. 

(D)  if  the  Secretary  has  determined  that  such  drug  is  not  a 
new  drug,  or 

(E)  upon  the  effective  date  of  the  approval  of  the  first  appli- 
cation filed  under  subsection  (b)(2)  which  refers  to  such  drug  or 
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upon  the  date  upon  which  the  approval  of  an  application  filed 
under  subsection  (b)(2)  which  refers  to  such  drug  could  be  made 
effective  if  such  an  application  had  been  filed. 
(2)  Any  request  for  data  and  information  pursuant  to  paragraph 
(1)  shall  include  a  verified  statement  by  the  person  making  the  re- 
quest that  any  data  or  information  received  under  such  paragraph 
shall  not  be  disclosed  by  such  person  to  any  other  person — 

(A)  for  the  purpose  of,  or  as  part  of  a  plan,  scheme,  or  device 
for,  obtaining  the  right  to  make,  use,  or  market,  or  making, 
using,  or  marketing,  outside  the  United  States,  the  drug  identi- 
fied in  the  application  filed  under  subsection  (b)(1),  and 

(B)  without  obtaining  from  any  person  to  whom  the  data  and 
information  are  disclosed  an  identical  verified  statement,  a 
copy  of  which  is  to  be  provided  by  such  person  to  the  Secre- 
tary, which  meets  the  requirements  of  this  paragraph. 

CLASSIFICATION  OF  DEVICES  INTENDED  FOR  HUMAN  USE 

Device  Classes 

Sec.  513.  [360c]  (a)(1)  There  are  established  the  following  class- 
es of  devices  intended  for  human  use: 

(A)  Class  I,  General  Controls.— 

(i)  A  device  for  which  the  controls  authorized  by  or 
under  section  501,  502,  510,  516,  518,  519,  or  520  or  any 
combination  of  such  sections  are  sufficient  to  provide  rea- 
sonable assurance  of  the  safety  and  effectiveness  of  the 
device. 

(ii)  A  device  for  which  insufficient  information  exists  to 
determine  that  the  controls  referred  to  in  clause  (i)  are 
sufficient  to  provide  reasonable  assurance  of  the  safety 
and  effectiveness  of  the  device  or  to  establish  special  con- 
trols to  provide  such  assurance,  but  because  it — 

(I)  is  not  purported  or  represented  to  be  for  a  use  in 
supporting  or  sustaining  human  life  or  for  a  use  which 
is  of  substantial  importance  in  preventing  impairment 
of  human  health,  and 

(II)  does  not  present  a  potential  unreasonable  risk  of 
illness  or  injury, 

is  to  be  regulated  by  the  controls  referred  to  in  clause  (i). 

(B)  Class  ii,  special  controls. — A  device  which  cannot  be 
classified  as  a  class  I  device  because  the  general  controls  by 
themselves  are  insufficient  to  provide  reasonable  assurance  of. 
the  safety  and  effectiveness  of  the  device,  and  for  which  there 
is  sufficient  information  to  establish  special  controls  to  provide 
such  assurance,  including  the  promulgation  of  performance 
standards,  postmarket  surveillance,  patient  registries,  develop- 
ment and  dissemination  of  guidelines  (including  guidelines  for 
the  submission  of  clinical  data  in  premarket  notification  sub- 
missions in  accordance  with  section  510(k)),  recommendations, 
and  other  appropriate  actions  as  the  Secretary  deems  neces- 
sary to  provide  such  assurance.  For  a  device  that  is  purported 
or  represented  to  be  for  a  use  in  supporting  or  sustaining 
human  life,  the  Secretary  shall  examine  and  identify  the  spe- 
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cial  controls,  if  any,  that  are  necessary  to  provide  adequate  as- 
surance of  safety  and  effectiveness  and  describe  how  such  con- 
trols provide  such  assurance. 

(C)  Class  III,  Premarket  Approval. — A  device  which  be- 
cause— 

(i)  it  (I)  cannot  be  classified  as  a  class  I  device  because 
insufficient  information  exists  to  determine  that  the  appli- 
cation of  general  controls  are  sufficient  to  provide  reasona- 
ble assurance  of  the  safety  and  effectiveness  of  the  device, 
and  (II)  cannot  be  classified  as  a  class  II  device  because  in- 
sufficient information  exists  to  determine  that  the  special 
controls  described  in  subparagraph  (B)  would  provide  rea- 
sonable assurance  of  its  safety  and  effectiveness,  and 

(ii)  (I)  is  purported  or  represented  to  be  for  a  use  in  sup- 
porting or  sustaining  human  life  or  for  a  use  which  is  of 
substantial  importance  in  preventing  impairment  of 
human  health,  or 

(II)  presents  a  potential  unreasonable  risk  of  illness  or 
injury, 

is  to  be  subject,  in  accordance  with  section  515,  to  premarket 
approval  to  provide  reasonable  assurance  of  its  safety  and  ef- 
fectiveness. 

If  there  is  not  sufficient  information  to  establish  a  performance 
standard  for  a  device  to  provide  reasonable  assurance  of  its  safety 
and  effectiveness,  the  Secretary  may  conduct  such  activities  as  may 
be  necessary  to  develop  or  obtain  such  information. 

(2)  For  purposes  of  this  section  and  sections  514  and  515,  the 
safety  and  effectiveness  of  a  device  are  to  be  determined — 

(A)  with  respect  to  the  persons  for  whose  use  the  device  is 
represented  or  intended, 

(B)  with  respect  to  the  conditions  of  use  prescribed,  recom- 
mended, or  suggested  in  the  labeling  of  the  device,  and 

(C)  weighing  any  probable  benefit  to  health  from  the  use  of 
the  device  against  any  probable  risk  of  injury  or  illness  from 
such  use. 

(3)  (A)  Except  as  authorized  by  subparagraph  (B),  the  effectiveness 
of  a  device  is,  for  purposes  of  this  section  and  sections  514  and  515, 
to  be  determined,  in  accordance  with  regulations  promulgated  by 
the  Secretary,  on  the  basis  of  well-controlled  investigations,  includ- 
ing clinical  investigations  where  appropriate,  by  experts  qualified 
by  training  and  experience  to  evaluate  the  effectiveness  of  the 
device,  from  which  investigations  it  can  fairly  and  responsibly  be 
concluded  by  qualified  experts  that  the  device  will  have  the  effect 
it  purports  or  is  represented  to  have  under  the  conditions  of  use 
prescribed,  recommended,  or  suggested  in  the  labeling  of  the 
device. 

(B)  If  the  Secretary  determines  that  there  exists  valid  scientific 
evidence  (other  than  evidence  derived  from  investigations  described 
in  subparagraph  (A)) — 

(i)  which  is  sufficient  to  determine  the  effectiveness  of  a 
device,  and 

(ii)  from  which  it  can  fairly  and  responsibly  be  concluded  by 
qualified  experts  that  the  device  will  have  the  effect  it  pur- 
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ports  or  is  represented  to  have  under  the  conditions  of  use  pre- 
scribed, recommended,  or  suggested  in  the  labeling  of  the 
device, 

then,  for  purposes  of  this  section  and  sections  514  and  515,  the  Sec- 
retary may  authorize  the  effectiveness  of  the  device  to  be  deter- 
mined on  the  basis  of  such  evidence. 

Classification;  Classification  Panels 

(b)(1)  For  purposes  of— 

(A)  determining  which  devices  intended  for  human  use 
should  be  subject  to  the  requirements  of  general  controls,  per- 
formance standards,  or  premarket  approval,  and 

(B)  providing  notice  to  the  manufacturers  and  importers  of 
such  devices  to  enable  them  to  prepare  for  the  application  of 
such  requirements  to  devices  manufactured  or  imported  by 
them, 

the  Secretary  shall  classify  all  such  devices  (other  than  devices 
classified  by  subsection  (f))  into  the  classes  established  by  subsec- 
tion (a).  For  the  purpose  of  securing  recommendations  with  respect 
to  the  classification  of  devices,  the  Secretary  shall  establish  panels 
of  experts  or  use  panels  of  experts  established  before  the  date  of 
the  enactment  of  this  section,  or  both.  Section  14  of  the  Federal  Ad- 
visory Committee  Act  shall  not  apply  to  the  duration  of  a  panel  es- 
tablished under  this  paragraph. 

(2)  The  Secretary  shall  appoint  to  each  panel  established  under 
paragraph  (1)  persons  who  are  qualified  by  training  and  experience 
to  evaluate  the  safety  and  effectiveness  of  the  devices  to  be  re- 
ferred to  the  panel  and  who,  to  the  extent  feasible,  possess  skill  in 
the  use  of,  or  experience  in  the  development,  manufacture,  or  utili- 
zation of,  such  devices.  The  Secretary  shall  make  appointments  to 
each  panel  so  that  each  panel  shall  consist  of  members  with  ade- 
quately diversified  expertise  in  such  fields  as  clinical  and  adminis- 
trative medicine,  engineering,  biological  and  physical  sciences,  and 
other  related  professions.  In  addition,  each  panel  shall  include  as 
nonvoting  members  a  representative  of  consumer  interests  and  a 
representative  of  interests  of  the  device  manufacturing  industry. 
Scientific,  trade,  and  consumer  organizations  shall  be  afforded  an 
opportunity  to  nominate  individuals  for  appointment  to  the  panels. 
No  individual  who  is  in  the  regular  full-time  employ  of  the  United 
States  and  engaged  in  the  administration  of  this  Act  may  be  a 
member  of  any  panel.  The  Secretary  shall  designate  one  of  the 
members  of  each  panel  to  serve  as  chairman  thereof. 

(3)  Panel  members  (other  than  officers  or  employees  of  the 
United  States),  while  attending  meetings  or  conferences  of  a  panel 
or  otherwise  engaged  in  its  business,  shall  be  entitled  to  receive 
compensation  at  rates  to  be  fixed  by  the  Secretary,  but  not  at  rates 
exceeding  the  daily  equivalent  of  the  rate  in  effect  for  grade  GS-18 
of  the  General  Schedule,  for  each  day  so  engaged,  including  travel- 
time;  and  while  so  serving  away  from  their  homes  or  regular  places 
of  business  each  member  may  be  allowed  travel  expenses  (including 
per  diem  in  lieu  of  subsistence)  as  authorized  by  section  5703(b)  of 
title  5,  United  States  Code,  for  persons  in  the  Government  service 
employed  intermittently. 
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(4)  The  Secretary  shall  furnish  each  panel  with  adequate  clerical 
and  other  necessary  assistance. 

Classification  Panel  Organization  and  Operation 

(c)(1)  The  Secretary  shall  organize  the  panels  according  to  the 
various  fields  of  clinical  medicine  and  fundamental  sciences  in 
which  devices  intended  for  human  use  are  used.  The  Secretary 
shall  refer  a  device  to  be  classified  under  this  section  to  an  appro- 
priate panel  established  or  authorized  to  be  used  under  subsection 
(b)  for  its  review  and  for  its  recommendation  respecting  the  classifi- 
cation of  the  device.  The  Secretary  shall  by  regulation  prescribe 
the  procedure  to  be  followed  by  the  panels  in  making  their  reviews 
and  recommendations.  In  making  their  reviews  of  devices,  the 
panels,  to  the  maximum  extent  practicable,  shall  provide  an  oppor- 
tunity for  interested  persons  to  submit  data  and  views  on  the  clas- 
sification of  the  devices. 

(2)  (A)  Upon  completion  of  a  panel's  review  of  a  device  referred  to 
it  under  paragraph  (1),  the  panel  shall,  subject  to  subparagraphs 
(B)  and  (C),  submit  to  the  Secretary  its  recommendation  for  the 
classification  of  the  device.  Any  such  recommendation  shall  (i)  con- 
tain (I)  a  summary  of  the  reasons  for  the  recommendation,  (II)  a 
summary  of  the  data  upon  which  the  recommendation  is  based, 
and  (III)  an  identification  of  the  risks  to  health  (if  any)  presented 
by  the  device  with  respect  to  which  the  recommendation  is  made, 
and  (ii)  to  the  extent  practicable,  include  a  recommendation  for  the 
assignment  of  a  priority  for  the  application  of  the  requirements  of 
section  514  or  515  to  a  device  recommended  to  be  classified  in  class 
II  or  class  III. 

(B)  A  recommendation  of  a  panel  for  the  classification  of  a  device 
in  class  I  shall  include  a  recommendation  as  to  whether  the  device 
should  be  exempted  from  the  requirements  of  section  510,  519,  or 
520(f). 

(C)  In  the  case  of  a  device  which  has  been  referred  under  para- 
graph (1)  to  a  panel,  and  which — 

(i)  is  intended  to  be  implanted  in  the  human  body  or  is  pur- 
ported or  represented  to  be  for  a  use  in  supporting  or  sustain- 
ing human  life,  and 

(iiXD  has  been  introduced  or  delivered  for  introduction  into 
interstate  commerce  for  commercial  distribution  before  the 
date  of  enactment  of  this  section,  or 

(II)  is  within  a  type  of  device  which  was  so  introduced  or  de- 
livered before  such  date  and  is  substantially  equivalent  to  an- 
other device  within  that  type, 
such  panel  shall  recommend  to  the  Secretary  that  the  device  be 
classified  in  class  III  unless  the  panel  determines  that  classification 
of  the  device  in  such  class  is  not  necessary  to  provide  reasonable 
assurance  of  its  safety  and  effectiveness.  If  a  panel  does  not  recom- 
mend that  such  a  device  be  classified  in  class  III,  it  shall  in  its  rec- 
ommendation to  the  Secretary  for  the  classification  of  the  device 
set  forth  the  reasons  for  not  recommending  classification  of  the 
device  in  such  class. 

(3)  The  panels  shall  submit  to  the  Secretary  within  one  year  of 
the  date  funds  are  first  appropriated  for  the  implementation  of  this 
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section  their  recommendations  respecting  all  devices  of  a  type  in- 
troduced or  delivered  for  introduction  into  interstate  commerce  for 
commercial  distribution  before  the  date  of  the  enactment  of  this 
section. 

Classification 

(d)  (1)  Upon  receipt  of  a  recommendation  from  a  panel  respecting 
a  device,  the  Secretary  shall  publish  in  the  Federal  Register  the 
panel's  recommendation  and  a  proposed  regulation  classifying  such 
device  and  shall  provide  interested  persons  an  opportunity  to 
submit  comments  on  such  recommendation  and  the  proposed  regu- 
lation. After  reviewing  such  comments,  the  Secretary  shall,  subject 
to  paragraph  (2),  by  regulation  classify  such  device. 

(2)  (A)  A  regulation  under  paragraph  (1)  classifying  a  device  in 
class  I  shall  prescribe  which,  if  any,  of  the  requirements  of  section 
510,  519  or  520(f)  shall  not  apply  to  the  device.  A  regulation  which 
makes  a  requirement  of  section  510,  519,  or  520(f)  inapplicable  to  a 
device  shall  be  accompanied  by  a  statement  of  the  reasons  of  the 
Secretary  for  making  such  requirement  inapplicable. 

(B)  A  device  described  in  subsection  (c)(2)(C)  shall  be  classified  in 
class  III  unless  the  Secretary  determines  that  classification  of  the 
device  in  such  class  is  not  necessary  to  provide  reasonable  assur- 
ance of  its  safety  and  effectiveness.  A  proposed  regulation  under 
paragraph  (1)  classifying  such  a  device  in  a  class  other  than  class 
III  shall  be  accompanied  by  a  full  statement  of  the  reasons  of  the 
Secretary  (and  supporting  documentation  and  data)  for  not  classify- 
ing such  device  in  such  class  and  an  identification  of  the  risks  to 
health  (if  any)  presented  by  such  device. 

(3)  In  the  case  of  devices  classified  in  class  II  and  devices  classi- 
fied under  this  subsection  in  class  III  and  described  in  section 
515(b)(1)  the  Secretary  may  establish  priorities  which,  in  his  discre- 
tion, shall  be  used  in  applying  sections  514  and  515,  as  appropriate, 
to  such  devices. 

Classification  Changes 

(e)  (1)  Based  on  new  information  respecting  a  device,  the  Secre- 
tary may,  upon  his  own  initiative  or  upon  petition  of  an  interested 
person,  by  regulation  (A)  change  such  device's  classification,  and 
(B)  revoke,  because  of  the  change  in  classification,  any  regulation 
or  requirement  in  effect  under  section  514  or  515  with  respect  to 
such  device.  In  the  promulgation  of  such  a  regulation  respecting  a 
device's  classification,  the  Secretary  may^ secure  from  the  panel  to 
which  the  device  was  last  referred  pursuant  to  subsection  (c)  a  rec- 
ommendation respecting  the  proposed  change  in  the  device's  classi- 
fication and  shall  publish  in  the  Federal  Register  any  recommenda- 
tion submitted  to  the  Secretary  by  the  panel  respecting  such 
change.  A  regulation  under  this  subsection  changing  the  classifica- 
tion of  a  device  from  class  III  to  class  II  may  provide  that  such  clas- 
sification shall  not  take  effect  until  the  effective  date  of  a  perform- 
ance standard  established  under  section  514  for  such  device. 

(2)  By  regulation  promulgated  under  paragraph  (1),  the  Secretary 
may  change  the  classification  of  a  device  from  class  III — 
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(A)  to  class  II  if  the  Secretary  determines  that  special  con- 
trols would  provide  reasonable  assurance  of  the  safety  and  ef- 
fectiveness of  the  device  and  that  general  controls  would  not 
provide  reasonable  assurance  of  the  safety  and  effectiveness  of 
the  device,  or 

(B)  to  class  I  if  the  Secretary  determines  that  general  con- 
trols would  provide  reasonable  assurance  of  the  safety  and  ef- 
fectiveness of  the  device. 

Initial  Classification  and  Reclassification  of  Certain  Devices 

(f)(1)  Any  device  intended  for  human  use  which  was  not  intro- 
duced or  delivered  for  introduction  into  interstate  commerce  for 
commercial  distribution  before  the  date  of  the  enactment  of  this 
section  is  classified  in  class  III  unless — 

(A)  the  device — 

(i)  is  within  a  type  of  device  (I)  which  was  introduced  or 
delivered  for  introduction  into  interstate  commerce  for 
commercial  distribution  before  such  date  and  which  is  to 
be  classified  pursuant  to  subsection  (b),  or  (II)  which  was 
not  so  introduced  or  delivered  before  such  date  and  has 
been  classified  in  class  I  or  II,  and 

(ii)  is  substantially  equivalent  to  another  device  within 
such  type,  or 

(B)  the  Secretary  in  response  to  a  petition  submitted  under 
paragraph  (2)  has  classified  such  device  in  class  I  or  II. 

A  device  classified  in  class  III  under  this  paragraph  shall  be  classi- 
fied in  that  class  until  the  effective  date  of  an  order  of  the  Secre- 
tary under  paragraph  (2)  classifying  the  device  in  class  I  or  II. 

(2)(A)  The  Secretary  may  initiate  the  reclassification  of  a  device 
classified  into  class  III  under  paragraph  (1)  of  this  subsection  or  the 
manufacturer  or  importer  of  a  device  classified  under  paragraph  (1) 
may  petition  the  Secretary  (in  such  form  and  manner  as  he  shall 
prescribe)  for  the  issuance  of  an  order  classifying  the  device  in 
class  I  or  class  II.  Within  thirty  days  of  the  filing  of  such  a  petition, 
the  Secretary  shall  notify  the  petitioner  of  any  deficiencies  in  the 
petition  which  prevent  the  Secretary  from  making  a  decision  on 
the  petition. 

(B)(i)  Upon  determining  that  a  petition  does  not  contain  any  defi- 
ciency which  prevents  the  Secretary  from  making  a  decision  on  the 
petition,  the  Secretary  may  for  good  cause  shown  refer  the  petition 
to  an  appropriate  panel  established  or  authorized  to  be  used  under 
subsection  (b).  A  panel  to  which  such  a  petition  has  been  referred 
shall  not  later  than  ninety  days  after  the  referral  of  the  petition 
make  a  recommendation  to  the  Secretary  respecting  approval  or 
denial  of  the  petition.  Any  such  recommendation  shall  contain  (I)  a 
summary  of  the  reasons  for  the  recommendation,  (II)  a  summary  of 
the  data  upon  which  the  recommendation  is  based,  and  (III)  an 
identification  of  the  risks  to  health  (if  any)  presented  by  the  device 
with  respect  to  which  the  petition  was  filed.  In  the  case  of  a  peti- 
tion for  a  device  which  is  intended  to  be  implanted  in  the  human 
body  or  which  is  purported  or  represented  to  be  for  a  use  in  sup- 
porting or  sustaining  human  life,  the  panel  shall  recommend  that 
the  petition  be  denied  unless  the  panel  determines  that  the  classifi- 
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cation  in  class  III  of  the  device  is  not  necessary  to  provide  reasona- 
ble assurance  of  its  safety  and  effectiveness.  If  the  panel  recom- 
mends that  such  petition  be  approved,  it  shall  in  its  recommenda- 
tion to  the  Secretary  set  forth  its  reasons  for  such  recommenda- 
tion. 

(ii)  The  requirements  of  paragraphs  (1)  and  (2)  of  subsection  (c) 
(relating  to  opportunities  for  submission  of  data  and  views  and  rec- 
ommendations respecting  priorities  and  exemptions  from  sections 
510,  519,  and  520(f))  shall  apply  with  respect  to  consideration  by 
panels  of  petitions  submitted  under  subparagraph  (A). 

(C)(i)  Within  ninety  days  from  the  date  the  Secretary  receives  the 
recommendation  of  a  panel  respecting  a  petition  (but  not  later  than 
210  days  after  the  filing  of  such  petition)  the  Secretary  shall  by 
order  deny  or  approve  the  petition.  If  the  Secretary  approves  the 
petition,  the  Secretary  shall  order  the  classification  of  the  device 
into  class  I  or  class  II  in  accordance  with  the  criteria  prescribed  by 
subsection  (a)(1)(A)  or  (a)(1)(B).  In  the  case  of  a  petition  for  a  device 
which  is  intended  to  be  implanted  in  the  human  body  or  which  is 
purported  or  represented  to  be  for  a  use  in  supporting  or  sustain- 
ing human  life,  the  Secretary  shall  deny  the  petition  unless  the 
Secretary  determines  that  the  classification  in  class  III  of  the 
device  is  not  necessary  to  provide  reasonable  assurance  of  its  safety 
and  effectiveness.  An  order  approving  such  petition  shall  be  accom- 
panied by  a  full  statement  of  the  reasons  of  the  Secretary  (and  sup- 
porting documentation  and  data)  for  approving  the  petition  and  an 
identification  of  the  risks  to  health  (if  any)  presented  by  the  device 
to  which  such  order  applies. 

(ii)  The  requirements  of  paragraphs  (1)  and  (2)(A)  of  subsection  (d) 
(relating  to  publication  of  recommendations,  opportunity  for  sub- 
mission of  comments,  and  exemption  from  sections  510,  519,  and 
520(f))  shall  apply  with  respect  to  action  by  the  Secretary  on  peti- 
tions submitted  under  subparagraph  (A). 

(3)  If  a  manufacturer  reports  to  the  Secretary  under  section 
510(k)  that  a  device  is  substantially  equivalent  to  another  device — 

(i)  which  the  Secretary  has  classified  as  a  class  III  device 
under  subsection  (b), 

(ii)  which  was  introduced  or  delivered  for  introduction  into 
interstate  commerce  for  commercial  distribution  before  Decem- 
ber 1,  1990,  and 

(iii)  for  which  no  final  regulation  requiring  premarket  ap- 
proval has  been  promulgated  under  section  515(b), 

the  manufacturer  shall  certify  to  the  Secretary  that  the  manufac- 
turer has  conducted  a  reasonable  search  of  all  information  known 
or  otherwise  available  to  the  manufacturer  respecting  such  other 
device  and  has  included  in  the  report  under  section  510(k)  a  sum- 
mary of  and  a  citation  to  all  adverse  safety  and  effectiveness  data 
respecting  such  other  device  and  respecting  the  device  for  which 
the  510(k)  report  is  being  made  and  which  has  not  been  submitted 
to  the  Secretary  under  section  519.  The  Secretary  may  require  the 
manufacturer  to  submit  the  adverse  safety  and  effectiveness  data 
described  in  the  report. 
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Information 

(g)  Within  sixty  days  of  the  receipt  of  a  written  request  of  any 
person  for  information  respecting  the  class  in  which  a  device  has 
been  classified  or  the  requirements  applicable  to  a  device  under 
this  Act,  the  Secretary  shall  provide  such  person  a  written  state- 
ment of  the  classification  (if  any)  of  such  device  and  the  require- 
ments of  this  Act  applicable  to  the  device. 

Definitions 

(h)  For  purposes  of  this  section  and  sections  501,  510,  514,  515, 
516,  519,  and  520— 

(Da  reference  to  ' 'general  controls"  is  a  reference  to  the  con- 
trols authorized  by  or  under  sections  501,  502,  510,  516,  518, 
519,  and  520, 

(2)  a  reference  to  "class  I,"  ' 'class  II,"  or  "class  III"  is  a  refer- 
ence to  a  class  of  medical  devices  described  in  subparagraph 
(A),  (B),  or  (C)  of  subsection  (a)(1),  and 

(3)  a  reference  to  a  "panel  under  section  513"  is  a  reference 
to  a  panel  established  or  authorized  to  be  used  under  this  sec- 
tion. 

Substantial  Equivalence 

(i)  (l)(A)  For  purposes  of  determinations  of  substantial  equiva- 
lence under  subsection  (f)  and  section  520(1),  the  term  "substantial- 
ly equivalent"  or  "substantial  equivalence"  means,  with  respect  to 
a  device  being  compared  to  a  predicate  device,  that  the  device  has 
the  same  intended  use  as  the  predicate  device  and  that  the  Secre- 
tary by  order  has  found  that  the  device — 

(i)  has  the  same  technological  characteristics  as  the  predicate 
device,  or 

(ii)  (I)  has  different  technological  characteristics  and  the  in- 
formation submitted  that  the  device  is  substantially  equivalent 
to  the  predicate  device  contains  information,  including  clinical 
data  if  deemed  necessary  by  the  Secretary,  that  demonstrates 
that  the  device  is  as  safe  and  effective  as  a  legally  marketed 
device,  and  (II)  does  not  raise  different  questions  of  safety  and 
efficacy  than  the  predicate  device. 

(B)  For  purposes  of  subparagraph  (A),  the  term  "different  techno- 
logical characteristics"  means,  with  respect  to  a  device  being  com- 
pared to  a  predicate  device,  that  there  is  a  significant  change  in 
the  materials,  design,  energy  source,  or  other  features  of  the  device 
from  those  of  the  predicate  device. 

(2)  A  device  may  not  be  found  to  be  substantially  equivalent  to  a 
predicate  device  that  has  been  removed  from  the  market  at  the  ini- 
tiative of  the  Secretary  or  that  has  been  determined  to  be  mis- 
branded  or  adulterated  by  a  judicial  order. 

(3)  (A)  As  part  of  a  submission  under  section  510(k)  respecting  a 
device,  the  person  required  to  file  a  premarket  notification  under 
such  section  shall  provide  an  adequate  summary  of  any  informa- 
tion respecting  safety  and  effectiveness  or  state  that  such  informa- 
tion will  be  made  available  upon  request  by  any  person. 
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(B)  Any  summary  under  subparagraph  (A)  respecting  a  device 
shall  contain  detailed  information  regarding  data  concerning  ad- 
verse health  effects  and  shall  be  made  available  to  the  public  by 
the  Secretary  within  30  days  of  the  issuance  of  a  determination 
that  such  device  is  substantially  equivalent  to  another  device. 

PERFORMANCE  STANDARDS 

Provisions  of  Standards 

Sec.  514.  [360d]  (a)(1)  The  special  controls  required  by  section 
513(a)(1)(B)  shall  include  performance  standards  for  a  class  II 
device  if  the  Secretary  determines  that  a  performance  standard  is 
necessary  to  provide  reasonable  assurance  of  the  safety  and  effec- 
tiveness of  the  device.  A  class  III  device  may  also  be  considered  a 
class  II  device  for  purposes  of  establishing  a  standard  for  the  device 
under  this  section  if  the  device  has  been  reclassified  as  a  class  II 
device  under  a  regulation  under  section  513(e)  but  such  regulation 
provides  that  the  reclassification  is  not  to  take  effect  until  the  ef- 
fective date  of  such  a  standard  for  the  device. 

(2)  A  performance  standard  established  under  this  section  for  a 
device — 

(A)  shall  include  provisions  to  provide  reasonable  assurance 
of  its  safe  and  effective  performance; 

(B)  shall,  where  necessary  to  provide  reasonable  assurance  of 
its  safe  and  effective  performance,  include — 

(i)  provisions  respecting  the  construction,  components, 
ingredients,  and  properties  of  the  device  and  its  compat- 
ibility with  power  systems  and  connections  to  such  sys- 
tems, 

(ii)  provisions  for  the  testing  (on  a  sample  basis  or,  if 
necessary,  on  an  individual  basis)  of  the  device  or,  if  it  is 
determined  that  no  other  more  practicable  means  are 
available  to  the  Secretary  to  assure  the  conformity  of  the 
device  to  the  standard,  provisions  for  the  testing  (on  a 
sample  basis  or,  if  necessary,  on  an  individual  basis)  by  the 
Secretary  or  by  another  person  at  the  direction  of  the  Sec- 
retary, 

(iii)  provisions  for  the  measurement  of  the  performance 
characteristics  of  the  device, 

(iv)  provisions  requiring  that  the  results  of  each  or  of 
certain  of  the  tests  of  the  device  required  to  be  made 
under  clause  (ii)  show  that  the  device  is  in  conformity  with 
the  portions  of  the  standard  for  which  the  test  or  tests 
were  required,  and 

(v)  a  provision  requiring  that  the  sale  and  distribution  of 
the  device  be  restricted  but  only  to  the  extent  that  the  sale 
and  distribution  of  a  device  may  be  restricted  under  a  reg- 
ulation under  section  520(e);  and 

(C)  shall,  where  appropriate,  require  the  use  and  prescribe 
the  form  and  content  of  labeling  for  the  proper  installation, 
maintenance,  operation,  and  use  of  the  device. 

(3)  The  Secretary  shall  provide  for  periodic  evaluation  of  per- 
formance standards  established  under  this  section  to  determine  if 
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such  standards  should  be  changed  to  reflect  new  medical,  scientific, 
or  other  technological  data. 

(4)  In  carrying  out  his  duties  under  this  section,  the  Secretary 
shall,  to  the  maximum  extent  practicable — 

(A)  use  personnel,  facilities,  and  other  technical  support 
available  in  other  Federal  agencies, 

(B)  consult  with  other  Federal  agencies  concerned  with 
standard-setting  and  other  nationally  or  internationally  recog- 
nized standard-setting  entities,  and 

(C)  invite  appropriate  participation,  through  joint  or  other 
conferences,  workshops,  or  other  means,  by  informed  persons 
representative  of  scientific,  professional,  industry,  or  consumer 
organizations  who  in  his  judgment  can  make  a  significant  con- 
tribution. 

Establishment  of  a  Standard 

(b)(1)(A)  The  Secretary  shall  publish  in  the  Federal  Register  a 
notice  of  proposed  rulemaking  for  the  establishment,  amendment, 
or  revocation  of  any  performance  standard  for  a  device. 

(B)  A  notice  of  proposed  rulemaking  for  the  establishment  or 
amendment  of  a  performance  standard  for  a  device  shall — 

(i)  set  forth  a  finding  with  supporting  justification  that  the 
performance  standard  is  appropriate  and  necessary  to  provide 
reasonable  assurance  of  the  safety  and  effectiveness  of  the 
device, 

(ii)  set  forth  proposed  findings  with  respect  to  the  risk  of  ill- 
ness or  injury  that  the  performance  standard  is  intended  to 
reduce  or  eliminate, 

(iii)  invite  interested  persons  to  submit  to  the  Secretary, 
within  30  days  of  the  publication  of  the  notice,  requests  for 
changes  in  the  classification  of  the  device  pursuant  to  section 
513(e)  based  on  new  information  relevant  to  the  classification, 
and 

(iv)  invite  interested  persons  to  submit  an  existing  perform- 
ance standard  for  the  device,  including  a  draft  or  proposed  per- 
formance standard,  for  consideration  by  the  Secretary. 

(C)  A  notice  of  proposed  rulemaking  for  the  revocation  of  a  per- 
formance standard  shall  set  forth  a  finding  with  supporting  justifi- 
cation that  the  performance  standard  is  no  longer  necessary  to  pro- 
vide reasonable  assurance  of  the  safety  and  effectiveness  of  a 
device. 

(D)  The  Secretary  shall  provide  for  a  comment  period  of  not  less 
than  60  days. 

(2)  If,  after  publication  of  a  notice  in  accordance  with  paragraph 
(1),  the  Secretary  receives  a  request  for  a  change  in  the  classifica- 
tion of  the  device,  the  Secretary  shall,  within  60  days  of  the  publi- 
cation of  the  notice,  after  consultation  with  the  appropriate  panel 
under  section  513,  either  deny  the  request  or  give  notice  of  an 
intent  to  initiate  such  change  under  section  513(e). 

(3)  (A)  After  the  expiration  of  the  period  for  comment  on  a  notice 
of  proposed  rulemaking  published  under  paragraph  (1)  respecting  a 
performance  standard  and  after  consideration  of  such  comments 
and  any  report  from  an  advisory  committee  under  paragraph  (5), 
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the  Secretary  shall  (i)  promulgate  a  regulation  establishing  a  per- 
formance standard  and  publish  in  the  Federal  Register  findings  on 
the  matters  referred  to  in  paragraph  (1),  or  (ii)  publish  a  notice  ter- 
minating the  proceeding  for  the  development  of  the  standard  to- 
gether with  the  reasons  for  such  termination.  If  a  notice  of  termi- 
nation is  published,  the  Secretary  shall  (unless  such  notice  is  issued 
because  the  device  is  a  banned  device  under  section  516)  initiate  a 
proceeding  under  section  513(e)  to  reclassify  the  device  subject  to 
the  proceeding  terminated  by  such  notice. 

(B)  A  regulation  establishing  a  performance  standard  shall  set 
forth  the  date  or  dates  upon  which  the  standard  shall  take  effect, 
but  no  such  regulation  may  take  effect  before  one  year  after  the 
date  of  its  publication  unless  (i)  the  Secretary  determines  that  an 
earlier  effective  date  is  necessary  for  the  protection  of  the  public 
health  and  safety,  or  (ii)  such  standard  has  been  established  for  a 
device  which,  effective  upon  the  effective  date  of  the  standard,  has 
been  reclassified  from  class  III  to  class  II.  Such  date  or  dates  shall 
be  established  so  as  to  minimize,  consistent  with  the  public  health 
and  safety,  economic  loss  to,  and  disruption  or  dislocation  of,  do- 
mestic and  international  trade. 

(4)  (A)  The  Secretary,  upon  his  own  initiative  or  upon  petition  of 
an  interested  person  may  by  regulation,  promulgated  in  accordance 
with  the  requirements  of  paragraphs  (1),  (2),  and  (3)(B)  of  this  sub- 
section, amend  or  revoke  a  performance  standard. 

(B)  The  Secretary  may  declare  a  proposed  amendment  of  a  per- 
formance standard  to  be  effective  on  and  after  its  publication  in 
the  Federal  Register  and  until  the  effective  date  of  any  final  action 
taken  on  such  amendment  if  he  determines  1  that  making  it  so  ef- 
fective is  in  the  public  interest.  A  proposed  amendment  of  a  per- 
formance standard  made  so  effective  under  the  preceding  sentence 
may  not  prohibit,  during  the  period  in  which  it  is  so  effective,  the 
introduction  or  delivery  for  introduction  into  interstate  commerce 
of  a  device  which  conforms  to  such  standard  without  the  change  or 
changes  provided  by  such  proposed  amendment. 

(5)  (A)  The  Secretary— 

(i)  may  on  his  own  initiative  refer  a  proposed  regulation  for 
the  establishment,  amendment,  or  revocation  of  a  performance 
standard,  or 

(ii)  shall,  upon  the  request  of  an  interested  person  2  which 
demonstrates  good  cause  for  referral  and  which  is  made  before 
the  expiration  of  the  period  for  submission  of  comments  on 
such  proposed  regulation  refer  such  proposed  regulation, 

to  an  advisory  committee  of  experts,  established  pursuant  to  sub- 
paragraph (B)  for  a  report  and  recommendation  with  respect  to  any 
matter  involved  in  the  proposed  regulation  which  requires  the  ex- 
ercise of  scientific  judgment.  If  a  proposed  regulation  is  referred 
under  this  subparagraph  to  an  advisory  committee,  the  Secretary 
shall  provide  the  advisory  committee  with  the  data  and  informa- 
tion on  which  such  proposed  regulation  is  based.  The  advisory  com- 
mittee shall,  within  sixty  days  of  the  referral  of  a  proposed  regula- 


1  P.L.  101-629  amended  section  514(b)(3)(B)  instead  of  (4KB). 

2  P.L.  101-629  amended  section  514(b)(4)(A)(ii)  instead  if  (5)( A)(ii). 
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tion  and  after  independent  study  of  the  data  and  information  fur- 
nished to  it  by  the  Secretary  and  other  data  and  information  before 
it,  submit  to  the  Secretary  a  report  and  recommendation  respecting 
such  regulation,  together  with  all  underlying  data  and  information 
and  a  statement  of  the  reason  or  basis  for  the  recommendation.  A 
copy  of  such  report  and  recommendation  shall  be  made  public  by 
the  Secretary. 

(B)  The  Secretary  shall  establish  advisory  committees  (which 
may  not  be  panels  under  section  513)  to  receive  referrals  under 
subparagraph  (A).  The  Secretary  shall  appoint  as  members  of  any 
such  advisory  committee  persons  qualified  in  the  subject  matter  to 
be  referred  to  the  committee  and  of  appropriately  diversified  pro- 
fessional background,  except  that  the  Secretary  may  not  appoint  to 
such  a  committee  any  individual  who  is  in  the  regular  full-time 
employ  of  the  United  States  and  engaged  in  the  administration  of 
this  Act.  Each  such  committee  shall  include  as  nonvoting  members 
a  representative  of  consumer  interests  and  a  representative  of  in- 
terests of  the  device  manufacturing  industry.  Members  of  an  advi- 
sory committee  who  are  not  officers  or  employees  of  the  United 
States,  while  attending  conferences  or  meetings  of  their  committee 
or  otherwise  serving  at  the  request  of  the  Secretary,  shall  be  enti- 
tled to  receive  compensation  at  rates  to  be  fixed  by  the  Secretary, 
which  rates  may  not  exceed  the  daily  equivalent  of  the  rate  in 
effect  for  grade  GS-18  of  the  General  Schedule,  for  each  day  (in- 
cluding traveltime)  they  are  so  engaged;  and  while  so  serving  away 
from  their  homes  or  regular  places  of  business  each  member  may 
be  allowed  travel  expenses,  including  per  diem  in  lieu  of  subsist- 
ence, as  authorized  by  section  5703  of  title  5  of  the  United  States 
Code  for  persons  in  the  Government  service  employed  intermittent- 
ly. The  Secretary  shall  designate  one  of  the  members  of  each  advi- 
sory committee  to  serve  as  chairman  thereof.  The  Secretary  shall 
furnish  each  advisory  committee  with  clerical  and  other  assistance, 
and  shall  by  regulation  prescribe  the  procedures  to  be  followed  by 
each  such  committee  in  acting  on  referrals  made  under  subpara- 
graph (A). 

PREMARKET  APPROVAL 

General  Requirement 

Sec.  515.  [360e]  (a)  A  class  III  device— 

(1)  which  is  subject  to  a  regulation  promulgated  under  sub- 
section (b);  or 

(2)  which  is  a  class  III  device  because  of  section  513(f), 

is  required  to  have,  unless  exempt  under  section  520(g),  an  approv- 
al under  this  section  of  an  application  for  premarket  approval. 

Regulation  To  Require  Premarket  Approval 

(b)(1)  In  the  case  of  a  class  III  device  which — 

(A)  was  introduced  or  delivered  for  introduction  into  inter- 
state commerce  for  commercial  distribution  before  the  date  of 
enactment  of  this  section;  or 

(B)  is  (i)  of  a  type  so  introduced  or  delivered,  and  (ii)  is  sub- 
stantially equivalent  to  another  device  within  that  type; 
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the  Secretary  shall  by  regulation,  promulgated  in  accordance  with 
this  subsection,  require  that  such  device  have  an  approval  under 
this  section  of  an  application  for  premarket  approval. 

(2)  (A)  A  proceeding  for  the  promulgation  of  a  regulation  under 
paragraph  (1)  respecting  a  device  shall  be  initiated  by  the  publica- 
tion in  the  Federal  Register  of  a  notice  of  proposed  rulemaking. 
Such  notice  shall  contain — 

(i)  the  proposed  regulation; 

(ii)  proposed  findings  with  respect  to  the  degree  of  risk  of  ill- 
ness or  injury  designed  to  be  eliminated  or  reduced  by  requir- 
ing the  device  to  have  an  approved  application  for  premarket 
approval  and  the  benefit  to  the  public  from  use  of  the  device; 

(iii)  opportunity  for  the  submission  of  comments  on  the  pro- 
posed regulation  and  the  proposed  findings;  and 

(iv)  opportunity  to  request  a  change  in  the  classification  of 
the  device  based  on  new  information  relevant  to  the  classifica- 
tion of  the  device. 

(B)  If,  within  fifteen  days  after  publication  of  a  notice  under  sub- 
paragraph (A),  the  Secretary  receives  a  request  for  a  change  in  the 
classification  of  a  device,  he  shall,  within  sixty  days  of  the  publica- 
tion of  such  notice  and  after  consultation  with  the  appropriate 
panel  under  section  513,  by  order  published  in  the  Federal  Regis- 
ter, either  deny  the  request  for  change  in  classification  or  give 
notice  of  his  intent  to  initiate  such  a  change  under  section  513(e). 

(3)  After  the  expiration  of  the  period  for  comment  on  a  proposed 
regulation  and  proposed  findings  published  under  paragraph  (2) 
and  after  consideration  of  comments  submitted  on  such  proposed 
regulation  and  findings,  the  Secretary  shall  (A)  promulgate  such 
regulation  and  publish  in  the  Federal  Register  findings  on  the  mat- 
ters referred  to  in  paragraph  (2)(A)(ii),  or  (B)  publish  a  notice  termi- 
nating the  proceeding  for  the  promulgation  of  the  regulation  to- 
gether with  the  reasons  for  such  termination.  If  a  notice  of  termi- 
nation is  published,  the  Secretary  shall  (unless  such  notice  is  issued 
because  the  device  is  a  banned  device  under  section  516)  initiate  a 
proceeding  under  section  513(e)  to  reclassify  the  device  subject  to 
the  proceeding  terminated  by  such  notice. 

(4)  The  Secretary,  upon  his  own  initiative  or  upon  petition  of  an 
interested  person,  may  by  regulation  amend  or  revoke  any  regula- 
tion promulgated  under  this  subsection.  A  regulation  to  amend  or 
revoke  a  regulation  under  this  subsection  shall  be  promulgated  in 
accordance  with  the  requirements  prescribed  by  this  subsection  for 
the  promulgation  of  the  regulation  to  be  amended  or  revoked. 

Application  for  Premarket  Approval 

(c)(1)  Any  person  may  file  with  the  Secretary  an  application  for 
premarket  approval  for  a  class  III  device.  Such  an  application  for  a 
device  shall  contain — 

(A)  full  reports  of  all  information,  published  or  known  to  or 
which  should  reasonably  be  known  to  the  applicant,  concern- 
ing investigations  which  have  been  made  to  show  whether  or 
not  such  device  is  safe  and  effective; 
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(B)  a  full  statement  of  the  components,  ingredients,  and 
properties  and  of  the  principle  or  principles  of  operation,  of 
such  device; 

(C)  a  full  description  of  the  methods  used  in,  and  the  facili- 
ties and  controls  used  for,  the  manufacture,  processing,  and, 
when  relevant,  packing  and  installation  of,  such  device; 

(D)  an  identifying  reference  to  any  performance  standard 
under  section  514  which  would  be  applicable  to  any  aspect  of 
such  device  if  it  were  a  class  II  device,  and  either  adequate  in- 
formation to  show  that  such  aspect  of  such  device  fully  meets 
such  performance  standard  or  adequate  information  to  justify 
any  deviation  from  such  standard; 

(E)  such  samples  of  such  device  and  of  components  thereof  as 
the  Secretary  may  reasonably  require,  except  that  where  the 
submission  of  such  samples  is  impracticable  or  unduly  burden- 
some, the  requirement  of  this  subparagraph  may  be  met  by  the 
submission  of  complete  information  concerning  the  location  of 
one  or  more  such  devices  readily  available  for  examination  and 
testing; 

(F)  specimens  of  the  labeling  proposed  to  be  used  for  such 
device;  and 

(G)  such  other  information  relevant  to  the  subject  matter  of 
the  application  as  the  Secretary,  with  the  concurrence  of  the 
appropriate  panel  under  section  513,  may  require. 

(2)  Upon  receipt  of  an  application  meeting  the  requirements  set 
forth  in  paragraph  (1),  the  Secretary — 

(A)  may  on  the  Secretary's  own  initiative  refer  such  applica- 
tion, or 

(B)  shall,  upon  the  request  of  an  applicant  unless  the  Secre- 
tary finds  that  the  information  in  the  application  which  would 
be  reviewed  by  a  panel  substantially  duplicates  information 
which  has  previously  beeu^reviewed  "by  a  panel  appointed 
under  section  513, 

refer  such  application  to  the  appropriate  panel  under  section  513 
for  study  and  for  submission  (within  such  period  as  he  may  estab- 
lish) of  a  report  and  recommendation  respecting  approval  of  the  ap- 
plication, together  with  all  underlying  data  and  the  reasons  or 
basis  for  the  recommendation. 

Action  on  an  Application  for  Premarket  Approval 

(d)(1)(A)  As  promptly  as  possible,  but  in  no  event  later  than  one 
hundred  and  eighty  days  after  the  receipt  of  an  application  under 
subsection  (c)  (except  as  provided  in  section  520(l)(3)(D)(ii)  or  unless, 
in  accordance  with  subparagraph  (B)(i),  an  additional  period  as 
agreed  upon  by  the  Secretary  and  the  applicant),  the  Secretary, 
after  considering  the  report  and  recommendation  submitted  under 
paragraph  (2)  of  such  subsection,  shall — 

(i)  issue  an  order  approving  the  application  if  he  finds  that 
none  of  the  grounds  for  denying  approval  specified  in  para- 
graph (2)  of  this  subsection  applies;  or 

(ii)  deny  approval  of  the  application  if  he  finds  (and  sets 
forth  the  basis  for  such  finding  as  part  of  or  accompanying 
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such  denial)  that  one  or  more  grounds  for  denial  specified  in 

paragraph  (2)  of  this  subsection  apply. 
(B)(i)  The  Secretary  may  not  enter  into  an  agreement  to  extend 
the  period  in  which  to  take  action  with  respect  to  an  application 
submitted  for  a  device  subject  to  a  regulation  promulgated  under 
subsection  (b)  unless  he  finds  that  the  continued  availability  of  the 
device  is  necessary  for  the  public  health. 

(ii)  An  order  approving  an  application  for  a  device  may  require 
as  a  condition  to  such  approval  that  the  sale  and  distribution  of  the 
device  be  restricted  but  only  to  the  extent  that  the  sale  and  distri- 
bution of  a  device  may  be  restricted  under  a  regulation  under  sec- 
tion 520(e). 

(2)  The  Secretary  shall  deny  approval  of  an  application  for  a 
device  if,  upon  the  basis  of  the  information  submitted  to  the  Secre- 
tary as  part  of  the  application  and  any  other  information  before 
him  with  respect  to  such  device,  the  Secretary  finds  that — 

(A)  there  is  a  lack  of  a  snowing  of  reasonable  assurance  that 
such  device  is  safe  under  the  conditions  of  use  prescribed,  rec- 
ommended, or  suggested  in  the  proposed  labeling  thereof; 

(B)  there  is  a  lack  of  a  showing  of  reasonable  assurance  that 
the  device  is  effective  under  the  conditions  of  use  prescribed, 
recommended,  or  suggested  in  the  proposed  labeling  thereof; 

(C)  the  methods  used  in,  or  the  facilities  or  controls  used  for, 
the  manufacture,  processing,  packing,  or  installation  of  such 
device  do  not  conform  to  the  requirements  of  section  520(f); 

(D)  based  on  a  fair  evaluation  of  all  material  facts,  the  pro- 
posed labeling  is  false  or  misleading  in  any  particular;  or 

(E)  such  device  is  not  shown  to  conform  in  all  respects  to  a 
performance  standard  in  effect  under  section  514  compliance 
with  which  is  a  condition  to  approval  of  the  application  and 
there  is  a  lack  of  adequate  information  to  justify  the  deviation 
from  such  standard. 

Any  denial  of  an  application  shall,  insofar  as  the  Secretary  deter- 
mines to  be  practicable,  be  accompanied  by  a  statement  informing 
the  applicant  of  the  measures  required  to  place  such  application  in 
approvable  form  (which  measures  may  include  further  research  by 
the  applicant  in  accordance  with  one  or  more  protocols  prescribed 
by  the  Secretary). 

(3)  An  applicant  whose  application  has  been  denied  approval 
may,  by  petition  filed  on  or  before  the  thirtieth  day  after  the  date 
upon  which  he  receives  notice  of  such  denial,  obtain  review  thereof 
in  accordance  with  either  paragraph  (1)  or  (2)  of  subsection  (g),  and 
any  interested  person  may  obtain  review,  in  accordance  with  para- 
graph (1)  or  (2)  of  subsection  (g),  of  an  order  of  the  Secretary  ap- 
proving an  application. 

Withdrawal  and  Temporary  Suspension  of  Approval  of  Application 

(e)(1)  The  Secretary  shall,  upon  obtaining,  where  appropriate, 
advice  on  scientific  matters  from  a  panel  or  panels  under  section 
513,  and  after  due  notice  and  opportunity  for  informal  hearing  to 
the  holder  of  an  approved  application  for  a  device,  issue  an  order 
withdrawing  approval  of  the  application  if  the  Secretary  finds — 
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(A)  that  such  device  is  unsafe  or  ineffective  under  the  condi- 
tions of  use  prescribed,  recommended,  or  suggested  in  the  la- 
beling thereof; 

(B)  on  the  basis  of  new  information  before  him  with  respect 
to  such  device,  evaluated  together  with  the  evidence  available 
to  him  when  the  application  was  approved,  that  there  is  a  lack 
of  a  showing  of  reasonable  assurance  that  the  device  is  safe  or 
effective  under  the  conditions  of  use  prescribed,  recommended, 
or  suggested  in  the  labeling  thereof; 

(C)  that  the  application  contained  or  was  accompanied  by  an 
untrue  statement  of  a  material  fact; 

(D)  that  the  applicant  (i)  has  failed  to  establish  a  system  for 
maintaining  records,  or  has  repeatedly  or  deliberately  failed  to 
maintain  records  or  to  make  reports,  required  by  an  applicable 
regulation  under  section  519(a),  (ii)  has  refused  to  permit 
access  to,  or  copying  or  verification  of,  such  records  as  required 
by  section  704,  or  (iii)  has  not  complied  with  the  requirements 
of  section  510; 

(E)  on  the  basis  of  new  information  before  him  with  respect 
to  such  device,  evaluated  together  with  the  evidence  before 
him  when  the  application  was  approved,  that  the  methods  used 
in,  or  the  facilities  and  controls  used  for,  the  manufacture, 
processing,  packing,  or  installation  of  such  device  do  not  con- 
form with  the  requirements  of  section  520(f)  and  were  not 
brought  into  conformity  with  such  requirements  within  a  rea- 
sonable time  after  receipt  of  written  notice  from  the  Secretary 
of  nonconformity; 

(F)  on  the  basis  of  new  information  before  him,  evaluated  to- 
gether with  the  evidence  before  him  when  the  application  was 
approved,  that  the  labeling  of  such  device,  based  on  a  fair  eval- 
uation of  all  material  facts,  is  false  or  misleading  in  any  par- 
ticular and  was  not  corrected  within  a  reasonable  time  after 
receipt  of  written  notice  from  the  Secretary  of  such  fact;  or 

(G)  on  the  basis  of  new  information  before  him,  evaluated  to- 
gether with  the  evidence  before  him  when  the  application  was 
approved,  that  such  device  is  not  shown  to  conform  in  all  re- 
spects to  a  performance  standard  which  is  in  effect  under  sec- 
tion 514  compliance  with  which  was  a  condition  to  approval  of 
the  application  and  that  there  is  a  lack  of  adequate  informa- 
tion to  justify  the  deviation  from  such  standard. 

(2)  The  holder  of  an  application  subject  to  an  order  issued  under 
paragraph  (1)  withdrawing  approval  of  the  application  may,  by  pe- 
tition filed  on  or  before  the  thirtieth  day  after  the  date  upon  which 
he  receives  notice  of  such  withdrawal,  obtain  review  thereof  in  ac- 
cordance with  either  paragraph  (1)  or  (2)  of  subsection  (g). 

(3)  If,  after  providing  an  opportunity  for  an  informal  hearing,  the 
Secretary  determines  there  is  reasonable  probability  that  the  con- 
tinuation of  distribution  of  a  device  under  an  approved  application 
would  cause  serious,  adverse  health  consequences  or  death,  the  Sec- 
retary shall  by  order  temporarily  suspend  the  approval  of  the  ap- 
plication approved  under  this  section.  If  the  Secretary  issues  such 
an  order,  the  Secretary  shall  proceed  expeditiously  under  para- 
graph (1)  to  withdraw  such  application. 
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Product  Development  Protocol 

(f)(1)  In  the  case  of  a  class  III  device  which  is  required  to  have  an 
approval  of  an  application  submitted  under  subsection  (c),  such 
device  shall  be  considered  as  having  such  an  approval  if  a  notice  of 
completion  of  testing  conducted  in  accordance  with  a  product  devel- 
opment protocol  approved  under  paragraph  (4)  has  been  declared 
completed  under  paragraph  (6). 

(2)  Any  person  may  submit  to  the  Secretary  a  proposed  product 
development  protocol  with  respect  to  a  device.  Such  a  protocol  shall 
be  accompanied  by  data  supporting  it.  If,  within  thirty  days  of  the 
receipt  of  such  a  protocol,  the  Secretary  determines  that  it  appears 
to  be  appropriate  to  apply  the  requirements  of  this  subsection  to 
the  device  with  respect  to  which  the  protocol  is  submitted,  he  shall 
refer  the  proposed  protocol  to  the  appropriate  panel  under  section 
513  for  its  recommendation  respecting  approval  of  the  protocol. 

(3)  A  proposed  product  development  protocol  for  a  device  may  be 
approved  only  if — 

(A)  the  Secretary  determines  that  it  is  appropriate  to  apply 
the  requirements  of  this  subsection  to  the  device  in  lieu  of  the 
requirement  of  approval  of  an  application  submitted  under 
subsection  (c);  and 

(B)  the  Secretary  determines  that  the  proposed  protocol  pro- 
vides— 

(i)  a  description  of  the  device  and  the  changes  which 
may  be  made  in  the  device, 

(ii)  a  description  of  the  preclinical  trials  (if  any)  of  the 
device  and  a  specification  of  (I)  the  results  from  such  trials 
to  be  required  before  the  commencement  of  clinical  trials 
of  the  device,  and  (II)  any  permissible  variations  in  preclin- 
ical trials  and  the  results  therefrom, 

(iii)  a  description  of  the  clinical  trials  (if  any)  of  the 
device  and  a  specification  of  (I)  the  results  from  such  trials 
to  be  required  before  the  filing  of  a  notice  of  completion  of 
the  requirements  of  the  protocol,  and  (II)  any  permissible 
variations  in  such  trials  and  the  results  therefrom, 

(iv)  a  description  of  the  methods  to  be  used  in,  and  the 
facilities  and  controls  to  be  used  for,  the  manufacture, 
processing,  and  when  relevant,  packing  and  installation  of 
the  device, 

(v)  an  identifying  reference  to  any  performance  standard 
under  section  514  to  be  applicable  to  any  aspect  of  such 
device, 

(vi)  if  appropriate,  specimens  of  the  labeling  proposed  to 
be  used  for  such  device, 

(vii)  such  other  information  relevant  to  the  subject 
matter  of  the  protocol  as  the  Secretary,  with  the  concur- 
rence of  the  appropriate  panel  or  panels  under  section  513, 
may  require,  and 

(viii)  a  requirement  for  submission  of  progress  reports 
and,  when  completed,  records  of  the  trials  conducted  under 
the  protocol  which  records  are  adequate  to  show  compli- 
ance with  the  protocol. 
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(4)  The  Secretary  shall  approve  or  disapprove  a  proposed  product 
development  protocol  submitted  under  paragraph  (2)  within  one 
hundred  and  twenty  days  of  its  receipt  unless  an  additional  period 
is  agreed  upon  by  the  Secretary  and  the  person  who  submitted  the 
protocol.  Approval  of  a  protocol  or  denial  of  approval  of  a  protocol 
is  final  agency  action  subject  to  judicial  review  under  chapter  7  of 
title  5,  United  States  Code. 

(5)  At  any  time  after  a  product  development  protocol  for  a  device 
has  been  approved  pursuant  to  paragraph  (4),  the  person  for  whom 
the  protocol  was  approved  may  submit  a  notice  of  completion — 

(A)  stating  (i)  his  determination  that  the  requirements  of  the 
protocol  have  been  fulfilled  and  that,  to  the  best  of  his  knowl- 
edge, there  is  no  reason  bearing  on  safety  or  effectiveness  why 
the  notice  of  completion  should  not  become  effective,  and  (ii) 
the  data  and  other  information  upon  which  such  determina- 
tion was  made,  and 

(B)  setting  forth  the  results  of  the  trials  required  by  the  pro- 
tocol and  all  the  information  required  by  subsection  (c)(1). 

(6)  (A)  The  Secretary  may,  after  providing  the  person  who  has  an 
approved  protocol  an  opportunity  for  an  informal  hearing  and  at 
any  time  prior  to  receipt  of  notice  of  completion  of  such  protocol, 
issue  a  final  order  to  revoke  such  protocol  if  he  finds  that — 

(i)  such  person  has  failed  substantially  to  comply  with  the  re- 
quirements of  the  protocol, 

(ii)  the  results  of  the  trials  obtained  under  the  protocol  differ 
so  substantially  from  the  results  required  by  the  protocol  that 
further  trials  cannot  be  justified,  or 

(iii)  the  results  of  the  trials  conducted  under  the  protocol  or 
available  new  information  do  not  demonstrate  that  the  device 
tested  under  the  protocol  does  not  present  an  unreasonable 
risk  to  health  and  safety. 

(B)  After  the  receipt  of  a  notice  of  completion  of  an  approved  pro- 
tocol the  Secretary  shall,  within  the  ninety-day  period  beginning 
on  the  date  such  notice  is  received,  by  order  either  declare  the  pro- 
tocol completed  or  declare  it  not  completed.  An  order  declaring  a 
protocol  not  completed  may  take  effect  only  after  the  Secretary  has 
provided  the  person  who  has  the  protocol  opportunity  for  an  infor- 
mal hearing  on  the  order.  Such  an  order  may  be  issued  only  if  the 
Secretary  finds — 

(i)  such  person  has  failed  substantially  to  comply  with  the  re- 
quirements of  the  protocol, 

(ii)  the  results  of  the  trials  obtained  under  the  protocol  differ 
substantially  from  the  results  required  by  the  protocol,  or 

(iii)  there  is  a  lack  of  a  showing  of  reasonable  assurance  of 
the  safety  and  effectiveness  of  the  device  under  the  conditions 
of  use  prescribed,  recommended,  or  suggested  in  the  proposed 
labeling  thereof. 

(C)  A  final  order  issued  under  subparagraph  (A)  or  (B)  shall  be  in 
writing  and  shall  contain  the  reasons  to  support  the  conclusions 
thereof. 

(7)  At  any  time  after  a  notice  of  completion  has  become  effective, 
the  Secretary  may  issue  an  order  (after  due  notice  and  opportunity 
for  an  informal  hearing  to  the  person  for  whom  the  notice  is  effec- 
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tive)  revoking  the  approval  of  a  device  provided  by  a  notice  of  com- 
pletion which  has  become  effective  as  provided  in  subparagraph  (B) 
if  he  finds  that  any  of  the  grounds  listed  in  subparagraphs  (A) 
through  (G)  of  subsection  (e)(1)  of  this  section  apply.  Each  reference 
in  such  subparagraphs  to  an  application  shall  be  considered  for 
purposes  of  this  paragraph  as  a  reference  to  a  protocol  and  the 
notice  of  completion  of  such  protocol,  and  each  reference  to  the 
time  when  an  application  was  approved  shall  be  considered  for  pur- 
poses of  this  paragraph  as  a  reference  to  the  time  when  a  notice  of 
completion  took  effect. 

(8)  A  person  who  has  an  approved  protocol  subject  to  an  order 
issued  under  paragraph  (6)(A)  revoking  such  protocol,  a  person  who 
has  an  approved  protocol  with  respect  to  which  an  order  under 
paragraph  (6)(B)  was  issued  declaring  that  the  protocol  had  not 
been  completed,  or  a  person  subject  to  an  order  issued  under  para- 
graph (7)  revoking  the  approval  of  a  device  may,  by  petition  filed 
on  or  before  the  thirtieth  day  after  the  date  upon  which  he  receives 
notice  of  such  order,  obtain  review  thereof  in  accordance  with 
either  paragraph  (1)  or  (2)  of  subsection  (g). 

Review 

(g)(1)  Upon  petition  for  review  of— 

(A)  an  order  under  subsection  (d)  approving  or  denying  ap- 
proval of  an  application  or  an  order  under  subsection  (e)  with- 
drawing approval  of  an  application,  or 

(B)  an  order  under  subsection  (f)(6)(A)  revoking  an  approved 
protocol,  under  subsection  (f)(6)(B)  declaring  that  an  approved 
protocol  has  not  been  completed,  or  under  subsection  (f)(7)  re- 
voking the  approval  of  a  device, 

the  Secretary  shall,  unless  he  finds  the  petition  to  be  without  good 
cause  or  unless  a  petition  for  review  of  such  order  has  been  submit- 
ted under  paragraph  (2),  hold  a  hearing,  in  accordance  with  section 
554  of  title  5  of  the  United  States  Code,  on  the  order.  The  panel  or 
panels  which  considered  the  application,  protocol,  or  device  subject 
to  such  order  shall  designate  a  member  to  appear  and  testify  at 
any  such  hearing  upon  request  of  the  Secretary,  the  petitioner,  or 
the  officer  conducting  the  hearing,  but  this  requirement  does  not 
preclude  any  other  member  of  the  panel  or  panels  from  appearing 
and  testifying  at  any  such  hearing.  Upon  completion  of  such  hear- 
ing and  after  considering  the  record  established  in  such  hearing, 
the  Secretary  shall  issue  an  order  either  affirming  the  order  sub- 
ject to  the  hearing  or  reversing  such  order  and,  as  appropriate,  ap- 
proving or  denying  approval  of  the  application,  reinstating  the  ap- 
plication's approval,  approving  the  protocol,  or  placing  in  effect  a 
notice  of  completion. 

(2)(A)  Upon  petition  for  review  of — 

(i)  an  order  under  subsection  (d)  approving  or  denying  ap- 
proval of  an  application  or  an  order  under  subsection  (e)  with- 
drawing approval  of  an  application,  or 

(ii)  an  order  under  subsection  (f)(6)(A)  revoking  an  approved 
protocol,  under  subsection  (f)(6)(B)  declaring  that  an  approved 
protocol  has  not  been  completed,  or  under  subsection  (f)(7)  re- 
voking the  approval  of  a  device, 
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the  Secretary  shall  refer  the  application  or  protocol  subject  to  the 
order  and  the  basis  for  the  order  to  an  advisory  committee  of  ex- 
perts established  pursuant  to  subparagraph  (B)  for  a  report  and 
recommendation  with  respect  to  the  order.  The  advisory  committee 
shall,  after  independent  study  of  the  data  and  information  fur- 
nished to  it  by  the  Secretary  and  other  data  and  information  before 
it,  submit  to  the  Secretary  a  report  and  recommendation,  together 
with  all  underlying  data  and  information  and  a  statement  of  the 
reasons  or  basis  for  the  recommendation.  A  copy  of  such  report 
shall  be  promptly  supplied  by  the  Secretary  to  any  person  who  pe- 
titioned for  such  referral  to  the  advisory  committee. 

(B)  The  Secretary  shall  establish  advisory  committees  (which 
may  not  be  panels  under  section  513)  to  receive  referrals  under 
subparagraph  (A).  The  Secretary  shall  appoint  as  members  of  any 
such  advisory  committee  persons  qualified  in  the  subject  matter  to 
be  referred  to  the  committee  and  of  appropriately  diversified  pro- 
fessional backgrounds,  except  that  the  Secretary  may  not  appoint 
to  such  a  committee  any  individual  who  is  in  the  regular  full-time 
employ  of  the  United  States  and  engaged  in  the  administration  of 
this  Act.  Members  of  an  advisory  committee  (other  than  officers  or 
employees  of  the  United  States),  while  attending  conferences  or 
meetings  of  their  committee  or  otherwise  serving  at  the  request  of 
the  Secretary,  shall  be  entitled  to  receive  compensation  at  rates  to 
be  fixed  by  the  Secretary  which  rates  may  not  exceed  the  daily 
equivalent  for  grade  GS-18  of  the  General  Schedule  for  each  day 
(including  traveltime)  they  are  so  engaged;  and  while  so  serving 
away  from  their  homes  or  regular  places  of  business  each  member 
may  be  allowed  travel  expenses,  including  per  diem  in  lieu  of  sub- 
sistence, as  authorized  by  section  5703  of  title  5  of  the  United 
States  Code  for  persons  in  the  Government  service  employed  inter- 
mittently. The  Secretary  shall  designate  the  chairman  of  an  adviso- 
ry committee  from  its  members.  The  Secretary  shall  furnish  each 
advisory  committee  with  clerical  and  other  assistance,  and  shall  by 
regulation  prescribe  the  procedures  to  be  followed  by  each  such 
committee  in  acting  on  referrals  made  under  subparagraph  (A). 

(C)  The  Secretary  shall  make  public  the  report  and  recommenda- 
tion made  by  an  advisory  committee  with  respect  to  an  application 
and  shall  by  order,  stating  the  reasons  therefor,  either  affirm  the 
order  referred  to  the  advisory  committee  or  reverse  such  order  and, 
if  appropriate,  approve  or  deny  approval  of  the  application,  rein- 
state the  application's  approval,  approve  the  protocol,  or  place  in 
effect  a  notice  of  completion. 

Service  of  Orders 

(h)  Orders  of  the  Secretary  under  this  section  shall  be  served  (1) 
in  person  by  any  officer  or  employee  of  the  department  designated 
by  the  Secretary,  or  (2)  by  mailing  the  order  by  registered  mail  or 
certified  mail  addressed  to  the  applicant  at  his  last  known  address 
in  the  records  of  the  Secretary. 

Revision 

(i)  (l)  Before  December  1,  1995,  the  Secretary  shall  by  order  re- 
quire manufacturers  of  devices,  which  were  introduced  or  delivered 
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for  introduction  into  interstate  commerce  for  commercial  distribu- 
tion before  May  28,  1976,  and  which  are  subject  to  revision  of  clas- 
sification under  paragraph  (2),  to  submit  to  the  Secretary  a  summa- 
ry of  and  citation  to  any  information  known  or  otherwise  available 
to  the  manufacturer  respecting  such  devices,  including  adverse 
safety  or  effectiveness  information  which  has  not  been  submitted 
under  section  519.  The  Secretary  may  require  the  manufacturer  to 
submit  the  adverse  safety  or  effectiveness  data  for  which  a  summa- 
ry and  citation  were  submitted,  if  such  data  are  available  to  the 
manufacturer. 

(2)  After  the  issuance  of  an  order  under  paragraph  (1)  but  before 
December  1,  1995,  the  Secretary  shall  publish  a  regulation  in  the 
Federal  Register  for  each  device — 

(A)  which  the  Secretary  has  classified  as  a  class  III  device, 
and 

(B)  for  which  na-  final  regulation  has  been  promulgated 
under  section  515(b), 

revising  the  classification  of  the  device  so  that  the  device  is  classi- 
fied into  class  I  or  class  II,  unless  the  regulation  requires  the  device 
to  remain  in  class  III.  In  determining  whether  to  revise  the  classifi- 
cation of  a  device  or  to  require  a  device  to  remain  in  class  III,  the 
Secretary  shall  apply  the  criteria  set  forth  in  section  513(a).  Before 
the  publication  of  a  regulation  requiring  a  device  to  remain  in  class 
III  or  revising  its  classification,  the  Secretary  shall  publish  a  pro- 
posed regulation  respecting  the  classification  of  a  device  under  this 
paragraph  and  provide  reasonable  opportunity  for  the  submission 
of  comments  on  any  such  regulation.  No  regulation  requiring  a 
device  to  remain  in  class  III  or  revising  its  classification  may  take 
effect  before  the  expiration  of  90  days  from  the  date  of  its  publica- 
tion in  the  Federal  Register  as  a  proposed  regulation. 

(3)  The  Secretary  shall,  as  promptly  as  is  reasonably  achievable, 
but  not  later  than  12  months  after  the  effective  date  of  the  regula- 
tion requiring  a  device  to  remain  in  class  III,  establish  a  schedule 
for  the  promulgation  of  a  section  515(b)  regulation  for  each  device 
which  is  subject  to  the  regulation  requiring  the  device  to  remain  in 
class  III. 

BANNED  DEVICES 

General  Rule 

Sec.  516.  [360fJ  (a)  Whenever  the  Secretary  finds,  on  the  basis 
of  all  available  data  and  information,  that — 

(1)  a  device  intended  for  human  use  presents  substantial  de- 
ception or  an  unreasonable  and  substantial  risk  of  illness  or 
injury;  and 

(2)  in  the  case  of  substantial  deception  or  an  unreasonable 
and  substantial  risk  of  illness  or  injury  which  the  Secretary  de- 
termined could  be  corrected  or  eliminated  by  labeling  or 
change  in  labeling  and  with  respect  to  which  the  Secretary 
provided  written  notice  to  the  manufacturer  specifying  the  de- 
ception or  risk  of  illness  or  injury,  the  labeling  or  change  in 
labeling  to  correct  the  deception  or  eliminate  or  reduce  such 
risk,  and  the  period  within  which  such  labeling  or  change  in 
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labeling  was  to  be  done,  such  labeling  or  change  in  labeling 

was  not  done  within  such  period; 
he  may  initiate  a  proceeding  to  promulgate  a  regulation  to  make 
such  device  a  banned  device. 

Special  Effective  Date 

(b)  The  Secretary  may  declare  a  proposed  regulation  under  sub- 
section (a)  to  be  effective  upon  its  publication  in  the  Federal  Regis- 
ter and  until  the  effective  date  of  any  final  action  taken  respecting 
such  regulation  if  (1)  he  determines,  on  the  basis  of  all  available 
data  and  information,  that  the  deception  or  risk  of  illness  or  injury 
associated  with  the  use  of  the  device  which  is  subject  to  the  regula- 
tion presents  an  unreasonable,  direct,  and  substantial  danger  to 
the  health  of  individuals,  and  (2)  before  the  date  of  the  publication 
of  such  regulation,  the  Secretary  notifies  the  manufacturer  of  such 
device  that  such  regulation  is  to  be  made  so  effective.  If  the  Secre- 
tary makes  a  proposed  regulation  so  effective,  he  shall,  as  expedi- 
tiously as  possible,  give  interested  persons  prompt  notice  of  his 
action  under  this  subsection,  provide  reasonable  opportunity  for  an 
informal  hearing  on  the  proposed  regulation,  and  either  affirm, 
modify,  or  revoke  such  proposed  regulation. 

JUDICIAL  REVIEW 

Application  of  Section 

Sec.  517.  C360g]  (a)  Not  later  than  thirty  days  after- 
CD  the  promulgation  of  a  regulation  under  section  513  classi- 
fying a  device  in  class  I  or  changing  the  classification  of  a 
device  to  class  I  or  an  order  under  subsection  (f)(2)  of  such  sec- 
tion reclassifying  a  device  or  denying  a  petition  for  reclassifica- 
tion of  a  device, 

(2)  the  promulgation  of  a  regulation  under  section  514  estab- 
lishing, amending,  or  revoking  a  performance  standard  for  a 
device, 

(3)  the  issuance  of  an  order  under  section  514(b)(2)  or  515 
(b)(2)(B)  denying  a  request  for  reclassification  of  a  device, 

(4)  the  promulgation  of  a  regulation  under  paragraph  (3)  of 
section  515(b)  requiring  a  device  to  have  an  approval  of  a  pre- 
market  application,  a  regulation  under  paragraph  (4)  of  that 
section  amending  or  revoking  a  regulation  under  paragraph 
(3),  or  an  order  pursuant  to  section  515(g)(1)  or  515(g)(2)(C), 

(5)  the  promulgation  of  a  regulation  under  section  516  (other 
than  a  proposed  regulation  made  effective  under  subsection  (b) 
of  such  section  upon  the  regulation's  publication)  making  a 
device  a  banned  device, 

(6)  the  issuance  of  an  order  under  section  520(f)(2), 

(7)  an  order  under  section  520(g)(4)  disapproving  an  applica- 
tion for  an  exemption  of  a  device  for  investigational  use  or  an 
order  under  section  520(g)(5)  withdrawing  such  an  exemption 
for  a  device, 

(8)  an  order  pursuant  to  section  513(i), 

(9)  a  regulation  under  section  515(i)(2)  or  520(1)(5)(B),  or 

(10)  an  order  under  section  520(c)(4)(B), 
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any  person  adversely  affected  by  such  regulation  or  order  may  file 
a  petition  with  the  United  States  Court  of  Appeals  for  the  District 
of  Columbia  or  for  the  circuit  wherein  such  person  resides  or  has 
his  principal  place  of  business  for  judicial  review  of  such  regulation 
or  order.  A  copy  of  the  petition  shall  be  transmitted  by  the  clerk  of 
the  court  to  the  Secretary  or  other  officer  designated  by  him  for 
that  purpose.  The  Secretary  shall  file  in  the  court  the  record  of  the 
proceedings  on  which  the  Secretary  based  his  regulation  or  order 
as  provided  in  section  2112  of  title  28,  United  States  Code.  For  pur- 
poses of  this  section,  the  term  "record"  means  all  notices  and  other 
matter  published  in  the  Federal  Register  with  respect  to  the  regu- 
lation or  order  reviewed,  all  information  submitted  to  the  Secre- 
tary with  respect  to  such  regulation  or  order,  proceedings  of  any 
panel  or  advisory  committee  with  respect  to  such  regulation  or 
order,  any  hearing  held  with  respect  to  such  regulation  or  order, 
and  any  other  information  identified  by  the  Secretary,  in  the  ad- 
ministrative proceeding  held  with  respect  to  such  regulation  or 
order,  as  being  relevant  to  such  regulation  or  order. 

Additional  Data,  Views,  and  Arguments 

(b)  If  the  petitioner  applies  to  the  court  for  leave  to  adduce  addi- 
tional data,  views,  or  arguments  respecting  the  regulation  or  order 
being  reviewed  and  shows  to  the  satisfaction  of  the  court  that  such 
additional  data,  views,  or  arguments  are  material  and  that  there 
were  reasonable  grounds  for  the  petitioner's  failure  to  adduce  such 
data,  views,  or  arguments  in  the  proceedings  before  the  Secretary, 
the  court  may  order  the  Secretary  to  provide  additional  opportuni- 
ty for  the  oral  presentation  of  data,  views,  or  arguments  and  for 
written  submissions.  The  Secretary  may  modify  his  findings,  or 
make  new  findings  by  reason  of  the  additional  data,  views,  or  argu- 
ments so  taken  and  shall  file  with  the  court  such  modified  or  new 
findings,  and  his  recommendation,  if  any,  for  the  modification  or 
setting  aside  of  the  regulation  or  order  being  reviewed,  with  the 
return  of  such  additional  data,  views,  or  arguments. 

Standard  for  Review 

(c)  Upon  the  filing  of  the  petition  under  subsection  (a)  of  this  sec- 
tion for  judicial  review  of  a  regulation  or  order,  the  court  shall 
have  jurisdiction  to  review  the  regulation  or  order  in  accordance 
with  chapter  7  of  title  5,  United  States  Code,  and  to  grant  appropri- 
ate relief,  including  interim  relief,  as  provided  in  such  chapter.  A 
regulation  described  in  paragraph  (2)  or  (5)  of  subsection  (a)  and  an 
order  issued  after  the  review  provided  by  section  515(g)  shall  not  be 
affirmed  if  it  is  found  to  be  unsupported  by  substantial  evidence  on 
the  record  taken  as  a  whole. 

Finality  of  Judgments 

(d)  The  judgment  of  the  court  affirming  or  setting  aside,  in  whole 
or  in  part,  any  regulation  or  order  shall  be  final,  subject  to  review 
by  the  Supreme  Court  of  the  United  States  upon  certiorari  or  certi- 
fication, as  provided  in  section  1254  of  title  28  of  the  United  States 
Code. 
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Other  Remedies 

(e)  The  remedies  provided  for  in  this  section  shall  be  in  addition 
to  and  not  in  lieu  of  any  other  remedies  provided  by  law. 

Statement  of  Reasons 

(f)  To  facilitate  judicial  review  under  this  section  or  under  any 
other  provision  of  law  of  a  regulation  or  order  issued  under  section 
513,  514,  515,  516,  518,  519,  520,  or  521  each  such  regulation  or 
order  shall  contain  a  statement  of  the  reasons  for  its  issuance  and 
the  basis,  in  the  record  of  the  proceedings  held  in  connection  with 
its  issuance,  for  its  issuance. 

NOTIFICATION  AND  OTHER  REMEDIES 

Notification 

Sec.  518.  [360h]  (a)  If  the  Secretary  determines  that— 

(1)  a  device  intended  for  human  use  which  is  introduced  or 
delivered  for  introduction  into  interstate  commerce  for  com- 
mercial distribution  presents  an  unreasonable  risk  of  substan- 
tial harm  to  the  public  health,  and 

(2)  notification  under  this  subsection  is  necessary  to  elimi- 
nate the  unreasonable  risk  of  such  harm  and  no  more  practica- 
ble means  is  available  under  the  provisions  of  this  Act  (other 
than  this  section)  to  eliminate  such  risk, 

the  Secretary  may  issue  such  order  as  may  be  necessary  to  assure 
that  adequate  notification  is  provided  in  an  appropriate  form,  by 
the  persons  and  means  best  suited  under  the  circumstances  in- 
volved, to  all  health  professionals  who  prescribe  or  use  the  device 
and  to  any  other  person  (including  manufacturers,  importers,  dis- 
tributors, retailers,  and  device  users)  who  should  properly  receive 
such  notification  in  order  to  eliminate  such  risk.  An  order  under 
this  subsection  shall  require  that  the  individuals  subject  to  the  risk 
with  respect  to  which  the  order  is  to  be  issued  be  included  in  the 
persons  to  be  notified  of  the  risk  unless  the  Secretary  determines 
that  notice  to  such  individuals  would  present  a  greater  danger  to 
the  health  of  such  individuals  than  no  such  notification.  If  the  Sec- 
retary makes  such  a  determination  with  respect  to  such  individ- 
uals, the  order  shall  require  that  the  health  professionals  who  pre- 
scribe or  use  the  device  provide  for  the  notification  of  the  individ- 
uals whom  the  health  professionals  treated  with  the  device  of  the 
risk  presented  by  the  device  and  of  any  action  which  may  be  taken 
by  or  on  behalf  of  such  individuals  to  eliminate  or  reduce  such  risk. 
Before  issuing  an  order  under  this  subsection,  the  Secretary  shall 
consult  with  the  persons  who  are  to  give  notice  under  the  order. 

Repair,  Replacement,  or  Refund 

(b)(1)(A)  If,  after  affording  opportunity  for  an  informal  hearing, 
the  Secretary  determines  that — 

(i)  a  device  intended  for  human  use  which  is  introduced  or 
delivered  for  introduction  into  interstate  commerce  for  com- 
mercial distribution  presents  an  unreasonable  risk  of  substan- 
tial harm  to  the  public  health. 
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(ii)  there  are  reasonable  grounds  to  believe  that  the  device 
was  not  properly  designed  and  manufactured  with  reference  to 
the  state  of  the  art  as  it  existed  at  the  time  of  its  design  and 
manufacture, 

(iii)  there  are  reasonable  grounds  to  believe  that  the  unrea- 
sonable risk  was  not  caused  by  failure  of  a  person  other  than  a 
manufacturer,  importer,  distributor,  or  retailer  of  the  device  to 
exercise  due  care  in  the  installation,  maintenance,  repair,  or 
use  of  the  device,  and 

(iv)  the  notification  authorized  by  subsection  (a)  would  not  by 
itself  be  sufficient  to  eliminate  the  unreasonable  risk  and 
action  described  in  paragraph  (2)  of  this  subsection  is  necessary 
to  eliminate  such  risk, 

the  Secretary  may  order  the  manufacturer,  importer,  or  any  dis- 
tributor of  such  device,  or  any  combination  of  such  persons,  to 
submit  to  him  within  a  reasonable  time  a  plan  for  taking  one  or 
more  of  the  actions  described  in  paragraph  (2).  An  order  issued 
under  the  preceding  sentence  which  is  directed  to  more  than  one 
person  shall  specify  which  person  may  decide  which  action  shall  be 
taken  under  such  plan  and  the  person  specified  shall  be  the  person 
who  the  Secretary  determines  bears  the  principal,  ultimate  finan- 
cial responsibility  for  action  taken  under  the  plan  unless  the  Secre- 
tary cannot  determine  who  bears  such  responsibility  or  the  Secre- 
tary determines  that  the  protection  of  the  public  health  requires 
that  such  decision  be  made  by  a  person  (including  a  device  user  or 
health  professional)  other  than  the  person  he  determines  bears 
such  responsibility. 

(B)  The  Secretary  shall  approve  a  plan  submitted  pursuant  to  an 
order  issued  under  subparagraph  (A)  unless  he  determines  (after 
affording  opportunity  for  an  informal  hearing)  that  the  action  or 
actions  to  be  taken  under  the  plan  or  the  manner  in  which  such 
action  or  actions  are  to  be  taken  under  the  plan  will  not  assure 
that  the  unreasonable  risk  with  respect  to  which  such  order  was 
issued  will  be  eliminated.  If  the  Secretary  disapproves  a  plan,  he 
shall  order  a  revised  plan  to  be  submitted  to  him  within  a  reasona- 
ble time.  If  the  Secretary  determines  (after  affording  opportunity 
for  an  informal  hearing)  that  the  revised  plan  is  unsatisfactory  or 
if  no  revised  plan  or  no  initial  plan  has  been  submitted  to  the  Sec- 
retary within  the  prescribed  time,  the  Secretary  shall  (i)  prescribe 
a  plan  to  be  carried  out  by  the  person  or  persons  to  whom  the 
order  issued  under  subparagraph  (A)  was  directed,  or  (ii)  after  af- 
fording an  opportunity  for  an  informal  hearing,  by  order  prescribe 
a  plan  to  be  carried  out  by  a  person  who  is  a  manufacturer,  import- 
er, distributor,  or  retailer  of  the  device  with  respect  to  which  the 
order  was  issued  but  to  whom  the  order  under  subparagraph  (A) 
was  not  directed. 

(2)  The  actions  which  may  be  taken  under  a  plan  submitted 
under  an  order  issued  under  paragraph  (1)  are  as  follows: 

(A)  To  repair  the  device  so  that  it  does  not  present  the  un- 
reasonable risk  of  substantial  harm  with  respect  to  which  the 
order  under  paragraph  (1)  was  issued. 
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(B)  To  replace  the  device  with  a  like  or  equivalent  device 
which  is  in  conformity  with  all  applicable  requirements  of  this 
Act. 

(C)  To  refund  the  purchase  price  of  the  device  (less  a  reason- 
able allowance  for  use  if  such  device  has  been  in  the  possession 
of  the  device  user  for  one  year  or  more — 

(i)  at  the  time  of  notification  ordered  under  subsection 

(a),  or 

(ii)  at  the  time  the  device  user  receives  actual  notice  of 
the  unreasonable  risk  with  respect  to  which  the  order  was 
issued  under  paragraph  (1), 

whichever  first  occurs). 
(3)  No  charge  shall  be  made  to  any  person  (other  than  a  manu- 
facturer, importer,  distributor  or  retailer)  for  availing  himself  of 
any  remedy,  described  in  paragraph  (2)  and  provided  under  an 
order  issued  under  paragraph  (1),  and  the  person  subject  to  the 
order  shall  reimburse  each  person  (other  than  a  manufacturer,  im- 
porter, distributor,  or  retailer)  who  is  entitled  to  such  a  remedy  for 
any  reasonable  and  foreseeable  expenses  actually  incurred  by  such 
person  in  availing  himself  of  such  remedy. 

Reimbursement 

(c)  An  order  issued  under  subsection  (b)  with  respect  to  a  device 
may  require  any  person  who  is  a  manufacturer,  importer,  distribu- 
tor, or  retailer  of  the  device  to  reimburse  any  other  person  who  is  a 
manufacturer,  importer,  distributor,  or  retailer  of  such  device  for 
such  other  person's  expenses  actually  incurred  in  connection  with 
carrying  out  the  order  if  the  Secretary  determines  such  reimburse- 
ment is  required  for  the  protection  of  the  public  health.  Any  such 
requirement  shall  not  affect  any  rights  or  obligations  under  any 
contract  to  which  the  person  receiving  reimbursement  or  the 
person  making  such  reimbursement  is  a  party. 

Effect  on  Other  Liability 

(d)  Compliance  with  an  order  issued  under  this  section  shall  not 
relieve  any  person  from  liability  under  Federal  or  State  law.  In 
awarding  damages  for  economic  loss  in  an  action  brought  for  the 
enforcement  of  any  such  liability,  the  value  to  the  plaintiff  in  such 
action  of  any  remedy  provided  him  under  such  order  shall  be  taken 
into  account. 

Recall  Authority 

(e)  (1)  If  the  Secretary  finds  that  there  is  a  reasonable  probability 
that  a  device  intended  for  human  use  would  cause  serious,  adverse 
health  consequences  or  death,  the  Secretary  shall  issue  an  order  re- 
quiring the  appropriate  person  (including  the  manufacturers,  im- 
porters, distributors,  or  retailers  of  the  device) — 

(A)  to  immediately  cease  distribution  of  such  device,  and 

(B)  to  immediately  notify  health  professionals  and  device 
user  facilities  of  the  order  and  to  instruct  such  professionals 
and  facilities  to  cease  use  of  such  device. 
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The  order  shall  provide  the  person  subject  to  the  order  with  an  op- 
portunity for  an  informal  hearing,  to  be  held  not  later  than  10  days 
after  the  date  of  the  issuance  of  the  order,  on  the  actions  required 
by  the  order  and  on  whether  the  order  should  be  amended  to  re- 
quire a  recall  of  such  device.  If,  after  providing  an  opportunity  for 
such  a  hearing,  the  Secretary  determines  that  inadequate  grounds 
exist  to  support  the  actions  required  by  the  order,  the  Secretary 
shall  vacate  the  order. 

(2)  (A)  If,  after  providing  an  opportunity  for  an  informal  hearing 
under  paragraph  (1),  the  Secretary  determines  that  the  order 
should  be  amended  to  include  a  recall  of  the  device  with  respect  to 
which  the  order  was  issued,  the  Secretary  shall,  except  as  provided 
in  subparagraphs  (B)  and  (C),  amend  the  order  to  require  a  recall. 
The  Secretary  shall  specify  a  timetable  in  which  the  device  recall 
will  occur  and  shall  require  periodic  reports  to  the  Secretary  de- 
scribing the  progress  of  the  recall. 

(B)  An  amended  order  under  subparagraph  (A) — 

(i)  shall— 

(I)  not  include  recall  of  a  device  from  individuals,  and 

(II)  not  include  recall  of  a  device  from  device  user  facili- 
ties if  the  Secretary  determines  that  the  risk  of  recalling 
such  device  from  the  facilities  presents  a  greater  health 
risk  than  the  health  risk  of  not  recalling  the  device  from 
use,  and 

(ii)  shall  provide  for  notice  to  individuals  subject  to  the  risks 
associated  with  the  use  of  such  device. 

In  providing  the  notice  required  by  clause  (ii),  the  Secretary  may 
use  the  assistance  of  health  professionals  who  prescribed  or  used 
such  a  device  for  individuals.  If  a  significant  number  of  such  indi- 
viduals cannot  be  identified,  the  Secretary  shall  notify  such  indi- 
viduals pursuant  to  section  705(b). 

(3)  The  remedy  provided  by  this  subsection  shall  be  in  addition  to 
remedies  provided  by  subsections  (a),  (b),  and  (c). 

RECORDS  AND  REPORTS  ON  DEVICES 

General  Rule 

Sec.  519.  [360i]  (a)  Every  person  who  is  a  manufacturer,  import- 
er, or  distributor  of  a  device  intended  for  human  use  shall  establish 
and  maintain  such  records,  make  such  reports,  and  provide  such 
information,  as  the  Secretary  may  by  regulation  reasonably  require 
to  assure  that  such  device  is  not  adulterated  or  misbranded  and  to 
otherwise  assure  its  safety  arid  effectiveness.  Regulations  pre- 
scribed under  the  preceding  sentence — 

(1)  shall  not  impose  requirements  unduly  burdensome  to  a 
device  manufacturer,  importer,  or  distributor  taking  into  ac- 
count his  cost  of  complying  with  such  requirements  and  the 
need  for  the  protection  of  the  public  health  and  the  implemen- 
tation of  this  Act; 

(2)  which  prescribe  the  procedure  for  making  requests  for  re- 
ports or  information  shall  require  that  each  request  made 
under  such  regulations  for  submission  of  a  report  or  informa- 
tion to  the  Secretary  state  the  reason  or  purpose  for  such  re- 
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quest  and  identify  to  the  fullest  extent  practicable  such  report 
or  information; 

(3)  which  require  submission  of  a  report  or  information  to 
the  Secretary  shall  state  the  reason  or  purpose  for  the  submis- 
sion of  such  report  or  information  and  identify  to  the  fullest 
extent  practicable  such  report  or  information; 

(4)  may  not  require  that  the  identity  of  any  patient  be  dis- 
closed in  records,  reports,  or  information  required  under  this 
subsection  unless  required  for  the  medical  welfare  of  an  indi- 
vidual, to  determine  the  safety  or  effectiveness  of  a  device,  or 
to  verify  a  record,  report,  or  information  submitted  under  this 
Act; 

(5)  may  not  require  a  manufacturer,  importer,  or  distributor 
of  a  class  I  device  to — 

(A)  maintain  for  such  a  device  records  respecting  infor- 
mation not  in  the  possession  of  the  manufacturer,  import- 
er, or  distributor,  or 

(B)  to  submit  for  such  a  device  to  the  Secretary  any 
report  or  information — 

(i)  not  in  the  possession  of  the  manufacturer,  import- 
er, or  distributor,  or 

(ii)  on  a  periodic  basis, 

unless  such  report  or  information  is  necessary  to  determine  if 
the  device  should  be  reclassified  or  if  the  device  is  adulterated 
or  misbranded;  and 

(6)  shall  require  distributors  who  submit  such  reports  to 
submit  copies  of  the  reports  to  the  manufacturer  of  the  device 
for  which  the  report  was  made. 

In  prescribing  such  regulations,  the  Secretary  shall  have  due 
regard  for  the  professional  ethics  of  the  medical  profession  and  the 
interests  of  patients.  The  prohibitions  of  paragraph  (4)  of  this  sub- 
section continue  to  apply  to  records,  reports,  and  information  con- 
cerning any  individual  who  has  been  a  patient,  irrespective  of 
whether  or  when  he  ceases  to  be  a  patient. 

User  Reports 

(b)(1)(A)  Whenever  a  device  user  facility  receives  or  otherwise  be- 
comes aware  of  information  that  reasonably  suggests  that  there  is 
a  probability  that  a  device  has  caused  or  contributed  to  the  death 
of  a  patient  of  the  facility,  the  facility  shall,  as  soon  as  practicable 
but  not  later  than  10  working  days  after  becoming  aware  of  the  in- 
formation, report  the  information  to  the  Secretary  and,  if  the  iden- 
tity of  the  manufacturer  is  known,  to  the  manufacturer  of  the 
device.  In  the  case  of  deaths,  the  Secretary  may  by  regulation  pre- 
scribe a  shorter  period  for  the  reporting  of  such  information. 

(B)  Whenever  a  device  user  facility  receives  or  otherwise  becomes 
aware  of  information  that  reasonably  suggests  that  there  is  a  prob- 
ability that  a  device  has  caused  or  contributed  to  the  serious  illness 
of,  or  serious  injury  to,  a  patient  of  the  facility,  the  facility  shall,  as 
soon  as  practicable  but  not  later  than  10  working  days  after  becom- 
ing aware  of  the  information,  report  the  information  to  the  manu- 
facturer of  the  device  or  to  the  Secretary  if  the  identity  of  the  man- 
ufacturer is  not  known. 
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(C)  Each  device  user  facility  shall  submit  to  the  Secretary  on  a 
semi-annual  basis  a  summary  of  the  reports  made  under  subpara- 
graphs (A)  and  (B).  Such  summary  shall  be  submitted  on  January  1 
and  July  1  of  each  year.  The  summary  shall  be  in  such  form  and 
contain  such  information  from  such  reports  as  the  Secretary  may 
require  and  shall  include — 

(i)  sufficient  information  to  identify  the  facility  which  made 
the  reports  for  which  the  summary  is  submitted, 

(ii)  in  the  case  of  any  product  which  was  the  subject  of  a 
report,  the  product  name,  serial  number,  and  model  number, 

(iii)  the  name  and  the  address  of  the  manufacturer  of  such 
device,  and 

(iv)  a  brief  description  of  the  event  reported  to  the  manufac- 
turer. 

The  Secretary  may  by  regulation  alter  the  frequency  and  timing  of 
reports  required  by  this  subparagraph. 

(D)  For  purposes  of  subparagraphs  (A),  (B),  and  (C),  a  device  user 
facility  shall  be  treated  as  having  received  or  otherwise  become 
aware  of  information  with  respect  to  a  device  of  that  facility  when 
medical  personnel  who  are  employed  by  or  otherwise  formally  af- 
filiated with  the  facility  receive  or  otherwise  become  aware  of  in- 
formation with  respect  to  that  device  in  the  course  of  their  duties. 

(2)  The  Secretary  may  not  disclose  the  identity  of  a  device  user 
facility  which  makes  a  report  under  paragraph  (1)  except  in  con- 
nection with — 

(A)  an  action  brought  to  enforce  section  301(q), 

(B)  a  communication  to  a  manufacturer  of  a  device  which  is 
the  subject  of  a  report  under  paragraph  (1),  or 

(C)  a  disclosure  required  under  subsection  (a). 

This  paragraph  does  not  prohibit  the  Secretary  from  disclosing  the 
identity  of  a  device  user  facility  making  a  report  under  paragraph 
(1)  or  any  information  in  such  a  report  to  employees  of  the  Depart- 
ment of  Health  and  Human  Services,  to  the  Department  of  Justice, 
or  to  the  duly  authorized  committees  and  subcommittees  of  the 
Congress. 

(3)  No  report  made  under  paragraph  (1)  by — 

(A)  a  device  user  facility, 

(B)  an  individual  who  is  employed  by  or  otherwise  formally 
affiliated  with  such  a  facility,  or 

(C)  a  physician  who  is  not  required  to  make  such  a  report, 
shall  be  admissible  into  evidence  or  otherwise  used  in  any  civil 
action  involving  private  parties  unless  the  facility,  individual,  or 
physician  who  made  the  report  had  knowledge  of  the  falsity  of  the 
information  contained  in  the  report. 

(4)  A  report  made  under  paragraph  (1)  does  not  affect  any  obliga- 
tion of  a  manufacturer  who  receives  the  report  to  file  a  report  as 
required  under  subsection  (a). 

(5)  For  purposes  of  this  subsection: 

(A)  The  term  "device  user  facility"  means  a  hospital,  ambu- 
latory surgical  facility,  nursing  home,  or  outpatient  treatment 
facility  which  is  not  a  physician's  office.  The  Secretary  may  by 
regulation  include  an  outpatient  diagnostic  facility  which  is 
not  a  physician's  office  in  such  term. 
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(B)  The  terms  "serious  illness"  and  "serious  injury"  mean  ill- 
ness or  injury,  respectively,  that — 

(i)  is  life  threatening, 

(ii)  results  in  permanent  impairment  of  a  body  function 
or  permanent  damage  to  a  body  structure,  or 

(iii)  necessitates  immediate  medical  or  surgical  interven- 
tion to  preclude  permanent  impairment  of  a  body  function 
or  permanent  damage  to  a  body  structure. 

Persons  Exempt 

(c)  Subsection  (a)  shall  not  apply  to — 

(1)  any  practitioner  who  is  licensed  by  law  to  prescribe  or  ad- 
minister devices  intended  for  use  in  humans  and  who  manufac- 
tures or  imports  devices  solely  for  use  in  the  course  of  his  pro- 
fessional practice; 

(2)  any  person  who  manufactures  or  imports  devices  intend- 
ed for  use  in  humans  solely  for  such  person's  use  in  research 
or  teaching  and  not  for  sale  (including  any  person  who  uses  a 
device  under  an  exemption  granted  under  section  520(g));  and 

(3)  any  other  class  of  persons  as  the  Secretary  may  by  regu- 
lation exempt  from  subsection  (a)  upon  a  finding  that  compli- 
ance with  the  requirements  of  such  subsection  by  such  class 
with  respect  to  a  device  is  not  necessary  to  (A)  assure  that  a 
device  is  not  adulterated  or  misbranded  or  (B)  otherwise  to 
assure  its  safety  and  effectiveness. 

Certification 

(d)  Each  manufacturer,  importer,  and  distributor  required  to 
make  reports  under  subsection  (a)  shall  submit  to  the  Secretary  an- 
nually a  statement  certifying  that — 

(1)  the  manufacturer,  importer,  or  distributor  did  file  a  cer- 
tain number  of  such  reports,  or 

(2)  the  manufacturer,  importer,  or  distributor  did  not  file 
any  report  under  subsection  (a). 

Device  Tracking 

(e)  Every  person  who  registers  under  section  510  and  is  engaged 
in  the  manufacture  of — 

(1)  a  device  the  failure  of  which  would  be  reasonably  likely 
to  have  serious  adverse  health  consequences  and  which  is  (A)  a 
permanently  implantable  device,  or  (B)  a  life  sustaining  or  life 
supporting  device  used  outside  a  device  user  facility,  or 

(2)  any  other  device  which  the  Secretary  may  designate, 
shall  adopt  a  method  of  device  tracking. 

Reports  of  Removals  and  Corrections 

(f)  (1)  Except  as  provided  in  paragraph  (2),  the  Secretary  shall  by 
regulation  require  a  manufacturer,  importer,  or  distributor  of  a 
device  to  report  promptly  to  the  Secretary  any  correction  or  remov- 
al of  a  device  undertaken  by  such  manufacturer,  importer,  or  dis- 
tributor if  the  removal  or  correction  was  undertaken — 

(A)  to  reduce  a  risk  to  health  posed  by  the  device,  or 
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(B)  to  remedy  a  violation  of  this  Act  caused  by  the  device 
which  may  present  a  risk  to  health. 
A  manufacturer,  importer,  or  distributor  of  a  device  who  under- 
takes a  correction  or  removal  of  a  device  which  is  not  required  to 
be  reported  under  this  paragraph  shall  keep  a  record  of  such  cor- 
rection or  removal. 

(2)  No  report  of  the  corrective  action  or  removal  of  a  device  may 
be  required  under  paragraph  (1)  if  a  report  of  the  corrective  action 
or  removal  is  required  and  has  been  submitted  under  subsection 
(a). 

(3)  For  purposes  of  paragraphs  (1)  and  (2),  the  terms  "correction" 
and  "removal"  do  not  include  routine  servicing. 

GENERAL  PROVISIONS  RESPECTING  CONTROL  OF  DEVICES  INTENDED  FOR 

HUMAN  USE 

General  Rule 

Sec.  520.  [360j]  (a)  Any  requirement  authorized  by  or  under  sec- 
tion 501,  502,  510,  or  519  applicable  to  a  device  intended  for  human 
use  shall  apply  to  such  device  until  the  applicability  of  the  require- 
ment to  the  device  has  been  changed  by  action  taken  under  section 
513,  514,  or  515  or  under  subsection  (g)  of  this  section,  and  any  re- 
quirement established  by  or  under  section  501,  502,  510,  or  519 
which  is  inconsistent  with  a  requirement  imposed  on  such  device 
under  section  514  or  515  or  under  subsection  (g)  of  this  section  shall 
not  apply  to  such  device. 

Custom  Devices 

(b)  Sections  514  and  515  do  not  apply  to  any  device  which,  in 
order  to  comply  with  the  order  of  an  individual  physician  or  den- 
tist (or  any  other  specially  qualified  person  designated  under  regu- 
lations promulgated  by  the  Secretary  after  an  opportunity  for  an 
oral  hearing)  necessarily  deviates  from  an  otherwise  applicable  per- 
formance standard  or  requirement  prescribed  by  or  under  section 
515  if  (1)  the  device  is  not  generally  available  in  finished  form  for 
purchase  or  for  dispensing  upon  prescription  and  is  not  offered 
through  labeling  or  advertising  by  the  manufacturer,  importer,  or 
distributor  thereof  for  commercial  distribution,  and  (2)  such 
device — 

(A)  (i)  is  intended  for  use  by  an  individual  patient  named  in 
such  order  of  such  physician  or  dentist  (or  other  specially 
qualified  person  so  designated)  and  is  to  be  made  in  a  specific 
form  for  such  patient,  or 

(ii)  is  intended  to  meet  the  special  needs  of  such  physician  or 
dentist  (or  other  specially  qualified  person  so  designated)  in  the 
course  of  the  professional  practice  of  such  physician  or  dentist 
(or  other  specially  qualified  person  so  designated),  and 

(B)  is  not  generally  available  to  or  generally  used  by  other 
physicians  or  dentists  (or  other  specially  qualified  persons  so 
designated). 
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Trade  Secrets 

(c)  Any  information  reported  to  or  otherwise  obtained  by  the  Sec- 
retary or  his  representative  under  section  513,  514,  515,  516,  518, 
519,  or  704  or  under  subsection  (f)  or  (g)  of  this  section  which  is 
exempt  from  disclosure  pursuant  to  subsection  (a)  of  section  552  of 
title  5,  United  States  Code,  by  reason  of  subsection  (b)(4)  of  such 
section  shall  be  considered  confidential  and  shall  not  be  disclosed 
and  may  not  be  used  by  the  Secretary  as  the  basis  for  the  reclassifi- 
cation of  a  device  from  class  III  to  class  II  or  class  I  or  as  the  basis 
for  the  establishment  or  amendment  of  a  performance  standard 
under  section  514  for  a  device  reclassified  from  class  III  to  class  II, 
except  (1)  in  accordance  with  subsection  (h),  and  (2)  that  such  infor- 
mation may  be  disclosed  to  other  officers  or  employees  concerned 
with  carrying  out  this  Act  or  when  relevant  in  any  proceeding 
under  this  Act  (other  than  section  513  or  514  thereof). 

Notices  and  Findings 

(d)  Each  notice  of  proposed  rulemaking  under  section  513,  514, 
515,  516,  518,  or  519,  or  under  this  section,  any  other  notice  which 
is  published  in  the  Federal  Register  with  respect  to  any  other 
action  taken  under  any  such  section  and  which  states  the  reasons 
for  such  action,  and  each  publication  of  findings  required  to  be 
made  in  connection  with  rulemaking  under  any  such  section  shall 
set  forth — 

(1)  the  manner  in  which  interested  persons  may  examine 
data  and  other  information  on  which  the  notice  or  findings  is 
based,  and 

(2)  the  period  within  which  interested  persons  may  present 
their  comments  on  the  notice  or  findings  (including  the  need 
therefor)  orally  or  in  writing,  which  period  shall  be  at  least 
sixty  days  but  may  not  exceed  ninety  days  unless  the  time  is 
extended  by  the  Secretary  by  a  notice  published  in  the  Federal 
Register  stating  good  cause  therefor. 

Restricted  Devices 

(e)  (1)  The  Secretary  may  by  regulation  require  that  a  device  be 
restricted  to  sale,  distribution,  or  use — 

(A)  only  upon  the  written  or  oral  authorization  of  a  practi- 
tioner licensed  by  law  to  administer  or  use  such  device,  or 

(B)  upon  such  other  conditions  as  the  Secretary  may  pre- 
scribe in  such  regulation, 

if,  because  of  its  potentiality  for  harmful  effect  or  the  collateral 
measures  necessary  to  its  use,  the  Secretary  determines  that  there 
cannot  otherwise  be  reasonable  assurance  of  its  safety  and  effec- 
tiveness. No  condition  prescribed  under  subparagraph  (B)  may  re- 
strict the  use  of  a  device  to  persons  with  specific  training  or  experi- 
ence in  its  use  or  to  persons  for  use  in  certain  facilities  unless  the 
Secretary  determines  that  such  a  restriction  is  required  for  the  safe 
and  effective  use  of  the  device.  No  such  condition  may  exclude  a 
person  from  using  a  device  solely  because  the  person  does  not  have 
the  training  or  experience  to  make  him  eligible  for  certification  by 
a  certifying  board  recognized  by  the  American  Board  of  Medical 


145 


FEDERAL  FOOD,  DRUG,  AND  COSMETIC  ACT 


Sec.  520 


Specialties  or  has  not  been  certified  by  such  a  Board.  A  device  sub- 
ject to  a  regulation  under  this  subsection  is  a  restricted  device. 

(2)  The  label  of  a  restricted  device  shall  bear  such  appropriate 
statements  of  the  restrictions  required  by  a  regulation  under  para- 
graph (1)  as  the  Secretary  may  in  such  regulation  prescribe. 

Good  Manufacturing  Practice  Requirements 

(f)(1)(A)  The  Secretary  may,  in  accordance  with  subparagraph  (B), 
prescribe  regulations  requiring  that  the  methods  used  in,  and  the 
facilities  and  controls  used  for,  the  manufacture,  pre-production 
design  validation  (including  a  process  to  assess  the  performance  of 
a  device  but  not  including  an  evaluation  of  the  safety  or  effective- 
ness of  a  device),  packing,  storage,  and  installation  of  a  device  con- 
form to  current  good  manufacturing  practice,  as  prescribed  in  such 
regulations,  to  assure  that  the  device  will  be  safe  and  effective  and 
otherwise  in  compliance  with  this  Act. 

(B)  Before  the  Secretary  may  promulgate  any  regulation  under 
subparagraph  (A)  he  shall — 

(i)  afford  the  advisory  committee  established  under  para- 
graph (3)  an  opportunity  to  submit  recommendations  to  him 
with  respect  to  the  regulation  proposed  to  be  promulgated,  and 

(ii)  afford  opportunity  for  an  oral  hearing. 

The  Secretary  shall  provide  the  advisory  committee  a  reasonable 
time  to  make  its  recommendation  with  respect  to  proposed  regula- 
tions under  subparagraph  (A). 

(2)(A)  Any  person  subject  to  any  requirement  prescribed  by  regu- 
lations under  paragraph  (1)  may  petition  the  Secretary  for  an  ex- 
emption or  variance  from  such  requirement.  Such  a  petition  shall 
be  submitted  to  the  Secretary  in  such  form  and  manner  as  he  shall 
prescribe  and  shall — 

(i)  in  the  case  of  a  petition  for  an  exemption  from  a  require- 
ment, set  forth  the  basis  for  the  petitioner's  determination  that 
compliance  with  the  requirement  is  not  required  to  assure  that 
the  device  will  be  safe  and  effective  and  otherwise  in  compli- 
ance with  this  Act, 

(ii)  in  the  case  of  a  petition  for  a  variance  from  a  require- 
ment, set  forth  the  methods  proposed  to  be  used  in,  and  the  fa- 
cilities and  controls  proposed  to  be  used  for,  the  manufacture, 
packing,  storage,  and  installation  of  the  device  in  lieu  of  the 
methods,  facilities,  and  controls  prescribed  by  the  requirement, 
and 

(iii)  contain  such  other  information  as  the  Secretary  shall 
prescribe. 

(B)  The  Secretary  may  refer  to  the  advisory  committee  estab- 
lished under  paragraph  (3)  any  petition  submitted  under  subpara- 
graph (A).  The  advisory  committee  shall  report  its  recommenda- 
tions to  the  Secretary  with  respect  to  a  petition  referred  to  it 
within  sixty  days  of  the  date  of  the  petition's  referral.  Within  sixty 
days  after — 

(i)  the  date  the  petition  was  submitted  to  the  Secretary 
under  subparagraph  (A),  or 
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(ii)  if  the  petition  was  referred  to  an  advisory  committee,  the 
expiration  of  the  sixty-day  period  beginning  on  the  date  the  pe- 
tition was  referred  to  the  advisory  committee, 

whichever  occurs  later,  the  Secretary  shall  by  order  either  deny 

the  petition  or  approve  it. 

(C)  The  Secretary  may  approve — 

(i)  a  petition  for  an  exemption  for  a  device  from  a  require- 
ment if  he  determines  that  compliance  with  such  requirement 
is  not  required  to  assure  that  the  device  will  be  safe  and  effec- 
tive and  otherwise  in  compliance  with  this  Act,  and 

(ii)  a  petition  for  a  variance  for  a  device  from  a  requirement 
if  he  determines  that  the  methods  to  be  used  in,  and  the  facili- 
ties and  controls  to  be  used  for,  the  manufacture,  packing,  stor- 
age, and  installation  of  the  device  in  lieu  of  the  methods,  con- 
trols, and  facilities  prescribed  by  the  requirement  are  sufficient 
to  assure  that  the  device  will  be  safe  and  effective  and  other- 
wise in  compliance  with  this  Act. 

An  order  of  the  Secretary  approving  a  petition  for  a  variance  shall 
prescribe  such  conditions  respecting  the  methods  used  in,  and  the 
facilities  and  controls  used  for,  the  manufacture,  packing,  storage, 
and  installation  of  the  device  to  be  granted  the  variance  under  the 
petition  as  may  be  necessary  to  assure  that  the  device  will  be  safe 
and  effective  and  otherwise  in  compliance  with  this  Act. 

(D)  After  the  issuance  of  an  order  under  subparagraph  (B)  re- 
specting a  petition,  the  petitioner  shall  have  an  opportunity  for  an 
informal  hearing  on  such  order. 

(3)  The  Secretary  shall  establish  an  advisory  committee  for  the 
purpose  of  advising  and  making  recommendations  to  him  with  re- 
spect to  regulations  proposed  to  be  promulgated  under  paragraph 
(1)(A)  and  the  approval  or  disapproval  of  petitions  submitted  under 
paragraph  (2).  The  advisory  committee  shall  be  composed  of  nine 
members  as  follows: 

(A)  Three  of  the  members  shall  be  appointed  from  persons 
who  are  officers  or  employees  of  any  State  or  local  government 
or  of  the  Federal  Government. 

(B)  Two  of  the  members  shall  be  appointed  from  persons  who 
are  representative  of  interests  of  the  device  manufacturing  in- 
dustry; two  of  the  members  shall  be  appointed  from  persons 
who  are  representative  of  the  interests  of  physicians  and  other 
health  professionals;  and  two  of  the  members  shall  be  repre- 
sentative of  the  interests  of  the  general  public. 

Members  of  the  advisory  committee  who  are  not  officers  or  employ- 
ees of  the  United  States,  while  attending  conferences  or  meetings 
of  the  committee  or  otherwise  engaged  in  its  business,  shall  be  enti- 
tled to  receive  compensation  at  rates  to  be  fixed  by  the  Secretary, 
which  rates  may  not  exceed  the  daily  equivalent  of  the  rate  in 
effect  for  grade  GS-18  of  the  General  Schedule,  for  each  day  (in- 
cluding traveltime)  they  are  so  engaged;  and  while  so  serving  away 
from  their  homes  or  regular  places  of  business  each  member  may 
be  allowed  travel  expenses,  including  per  diem  in  lieu  of  subsist- 
ence, as  authorized  by  section  5703  of  title  5  of  the  United  States 
Code  for  persons  in  the  Government  service  employed  intermittent- 
ly. The  Secretary  shall  designate  one  of  the  members  of  the  adviso- 
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ry  committee  to  serve  as  its  chairman.  The  Secretary  shall  furnish 
the  advisory  committee  with  clerical  and  other  assistance.  Section 
14  of  the  Federal  Advisory  Committee  Act  shall  not  apply  with  re- 
spect to  the  duration  of  the  advisory  committee  established  under 
this  paragraph. 

Exemption  for  Devices  for  Investigational  Use 

(g)(1)  It  is  the  purpose  of  this  subsection  to  encourage  to  the 
extent  consistent  with  the  protection  of  the  public  health  and 
safety  and  with  ethical  standards,  the  discovery  and  development 
of  useful  devices  intended  for  human  use  and  to  that  end  to  main- 
tain optimum  freedom  for  scientific  investigators  in  their  pursuit  of 
that  purpose. 

(2)  (A)  The  Secretary  shall,  within  the  one  hundred  and  twenty- 
day  period  beginning  on  the  date  of  the  enactment  of  this  section, 
by  regulation  prescribe  procedures  and  conditions  under  which  de- 
vices intended  for  human  use  may  upon  application  be  granted  an 
exemption  from  the  requirements  of  section  502,  510,  514,  515,  516, 
519,  or  706  or  subsection  (e)  or  (f)  of  this  section  or  from  any  combi- 
nation of  such  requirements  to  permit  the  investigational  use  of 
such  devices  by  experts  qualified  by  scientific  training  and  experi- 
ence to  investigate  the  safety  and  effectiveness  of  such  devices. 

(B)  The  conditions  prescribed  pursuant  to  subparagraph  (A)  shall 
include  the  following: 

(i)  A  requirement  that  an  application  be  submitted  to  the 
Secretary  before  an  exemption  may  be  granted  and  that  the 
application  be  submitted  in  such  form  and  manner  as  the  Sec- 
retary shall  specify. 

(ii)  A  requirement  that  the  person  applying  for  an  exemption 
for  a  device  assure  the  establishment  and  maintenance  of  such 
records,  and  the  making  of  such  reports  to  the  Secretary  of 
data  obtained  as  a  result  of  the  investigational  use  of  the 
device  during  the  exemption,  as  the  Secretary  determines  will 
enable  him  to  assure  compliance  with  such  conditions,  review 
the  progress  of  the  investigation,  and  evaluate  the  safety  and 
effectiveness  of  the  device. 

(iii)  Such  other  requirements  as  the  Secretary  may  deter- 
mine to  be  necessary  for  the  protection  of  the  public  health 
and  safety. 

(C)  Procedures  and  conditions  prescribed  pursuant  to  subpara- 
graph (A)  for  an  exemption  may  appropriately  vary  depending  on 

(1)  the  scope  and  duration  of  clinical  testing  to  be  conducted  under 
such  exemption,  (ii)  the  number  pf  human  subjects  that  are  to  be 
involved  in  such  testing,  (iii)  the  need  to  permit  changes  to  be 
made  in  the  device  subject  to  the  exemption  during  testing  con- 
ducted in  accordance  with  a  clinical  testing  plan  required  under 
paragraph  (3)(A),  and  (iv)  whether  the  clinical  testing  of  such 
device  is  for  the  purpose  of  developing  data  to  obtain  approval  for 
the  commercial  distribution  of  such  device. 

(3)  Procedures  and  conditions  prescribed  pursuant  to  paragraph 

(2)  (A)  shall  require,  as  a  condition  to  the  exemption  of  any  device 
to  be  the  subject  of  testing  involving  human  subjects,  that  the 
person  applying  for  the  exemption — 
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(A)  submit  a  plan  for  any  proposed  clinical  testing  of  the 
device  and  a  report  of  prior  investigations  of  the  device  (includ- 
ing, where  appropriate,  tests  on  animals)  adequate  to  justify 
the  proposed  clinical  testing — 

(i)  to  the  local  institutional  review  committee  which  has 
been  established  in  accordance  with  regulations  of  the  Sec- 
retary to  supervise  clinical  testing  of  devices  in  the  facili- 
ties where  the  proposed  clinical  testing  is  to  be  conducted, 
or 

(ii)  to  the  Secretary,  if — 

(I)  no  such  committee  exists,  or 

(II)  the  Secretary  finds  that  the  process  of  review  by 
such  committee  is  inadequate  (whether  or  not  the  plan 
for  such  testing  has  been  approved  by  such  commit- 
tee), 

for  review  for  adequacy  to  justify  the  commencement  of  such 
testing;  and,  unless  the  plan  and  report  are  submitted  to  the 
Secretary,  submit  to  the  Secretary  a  summary  of  the  plan  and 
a  report  of  prior  investigations  of  the  device  (including,  where 
appropriate,  tests  on  animals); 

(B)  promptly  notify  the  Secretary  (under  such  circumstances 
and  in  such  manner  as  the  Secretary  prescribes)  of  approval  by 
a  local  institutional  review  committee  of  any  clinical  testing 
plan  submitted  to  it  in  accordance  with  subparagraph  (A); 

(C)  in  the  case  of  a  device  to  be  distributed  to  investigators 
for  testing,  obtain  signed  agreements  from  each  of  such  investi- 
gators that  any  testing  of  the  device  involving  human  subjects 
will  be  under  such  investigator's  supervision  and  in  accordance 
with  subparagraph  (D)  and  submit  such  agreements  to  the  Sec- 
retary; and 

(D)  assure  that  informed  consent  will  be  obtained  from  each 
human  subject  (or  his  representative)  of  proposed  clinical  test- 
ing involving  such  device,  except  where  subject  to  such  condi- 
tions as  the  Secretary  may  prescribe,  the  investigator  conduct- 
ing or  supervising  the  proposed  clinical  testing  of  the  device 
determines  in  writing  that  there  exists  a  life  threatening  situa- 
tion involving  the  human  subject  of  such  testing  which  necessi- 
tates the  use  of  such  device  and  it  is  not  feasible  to  obtain  in- 
formed consent  from  the  subject  and  there  is  not  sufficient 
time  to  obtain  such  consent  from  his  representative.  The  deter- 
mination required  by  subparagraph  (D)  shall  be  concurred  in 
by  a  licensed  physician  who  is  not  involved  in  the  testing  of 
the  human  subject  with  respect  to  which  such  determination  is 
made  unless  immediate  use  of  the  device  is  required  to  save 
the  life  of  the  human  subject  of  such  testing  and  there  is  not 
sufficient  time  to  obtain  such  concurrence. 

(4)(A)  An  application,  submitted  in  accordance  with  the  proce- 
dures prescribed  by  regulations  under  paragraph  (2),  for  an  exemp- 
tion for  a  device  (other  than  an  exemption  from  section  516)  shall 
be  deemed  approved  on  the  thirtieth  day  after  the  submission  of 
the  application  to  the  Secretary  unless  on  or  before  such  day  the 
Secretary  by  order  disapproves  the  application  and  notifies  the  ap- 
plicant of  the  disapproval  of  the  application. 
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(B)  The  Secretary  may  disapprove  an  application  only  if  he  finds 
that  the  investigation  with  respect  to  which  the  application  is  sub- 
mitted does  not  conform  to  procedures  and  conditions  prescribed 
under  regulations  under  paragraph  (2).  Such  a  notification  shall 
contain  the  order  of  disapproval  and  a  complete  statement  of  the 
reasons  for  the  Secretary's  disapproval  of  the  application  and 
afford  the  applicant  opportunity  for  an  informal  hearing  on  the 
disapproval  order. 

(5)  The  Secretary  may  by  order  withdraw  an  exemption  granted 
under  this  subsection  for  a  device  if  the  Secretary  determines  that 
the  conditions  applicable  to  the  device  under  this  subsection  for 
such  exemption  are  not  met.  Such  an  order  may  be  issued  only 
after  opportunity  for  an  informal  hearing,  except  that  such  an 
order  may  be  issued  before  the  provision  of  an  opportunity  for  an 
informal  hearing  if  the  Secretary  determines  that  the  continuation 
of  testing  under  the  exemption  with  respect  to  which  the  order  is 
to  be  issued  will  result  in  an  unreasonable  risk  to  the  public 
health. 

Release  of  Safety  and  Effectiveness  Information 

(h)(1)  The  Secretary  shall  promulgate  regulations  under  which  a 
detailed  summary  of  information  respecting  the  safety  and  effec- 
tiveness of  a  device  which  information  was  submitted  to  the  Secre- 
tary and  which  was  the  basis  for — 

(A)  an  order  under  section  515(d)(1)(A)  approving  an  applica- 
tion for  premarket  approval  for  the  device  or  denying  approval 
of  such  an  application  or  an  order  under  section  515(e)  with- 
drawing approval  of  such  an  application  for  the  device, 

(B)  an  order  under  section  515(f)(6)(A)  revoking  an  approved 
protocol  for  the  device,  an  order  under  section  515(f)(6)(B)  de- 
claring a  protocol  for  the  device  completed  or  not  completed,  or 
an  order  under  section  515(f)(7)  revoking  the  approval  of  the 
device,  or 

(C)  an  order  approving  an  application  under  subsection  (g) 
for  an  exemption  for  the  device  from  section  516  or  an  order 
disapproving,  or  withdrawing  approval  of,  an  application  for 
an  exemption  under  such  subsection  for  the  device, 

shall  be  made  available  to  the  public  upon  issuance  of  the  order. 
Summaries  of  information  made  available  pursuant  to  this  para- 
graph respecting  a  device  shall  include  information  respecting  any 
adverse  effects  on  health  of  the  device. 

(2)  The  Secretary  shall  promulgate  regulations  under  which  each 
advisory  committee  established  under  section  515(g)(2)(B)  shall 
make  available  to  the  public  a  detailed  summary  of  information  re- 
specting the  safety  and  effectiveness  of  a  device  which  information 
was  submitted  to  the  advisory  committee  and  which  was  the  basis 
for  its  recommendation  to  the  Secretary  made  pursuant  to  section 
515(g)(2)(A).  A  summary  of  information  upon  which  such  a  recom- 
mendation is  based  shall  be  made  available  pursuant  to  this  para- 
graph only  after  the  issuance  of  the  order  with  respect  to  which 
the  recommendation  was  made  and  each  summary  shall  include  in- 
formation respecting  any  adverse  effect  on  health  of  the  device  sub- 
ject to  such  order. 
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(3)  Except  as  provided  in  paragraph  (4),  any  information  respect- 
ing a  device  which  is  made  available  pursuant  to  paragraph  (1)  or 
(2)  of  this  subsection  (A)  may  not  be  used  to  establish  the  safety  or 
effectiveness  of  another  device  for  purposes  of  this  Act  by  any 
person  other  than  the  person  who  submitted  the  information  so 
made  available,  and  (B)  shall  be  made  available  subject  to  subsec- 
tion (c)  of  this  section. 

(4)  (A)  Any  information  contained  in  an  application  for  premarket 
approval  filed  with  the  Secretary  pursuant  to  section  515(c),  includ- 
ing clinical  and  preclinical  tests  or  studies,  but  excluding  descrip- 
tions of  methods  of  manufacture  and  product  composition,  that 
demonstrates  the  safety  and  effectiveness  of  a  device  shall  be  avail- 
able 1  year  after  the  original  application  for  the  fourth  device  of  a 
kind  has  been  approved  by  the  Secretary,  for  use  by  the  Secretary 
in  approving  devices,  or  determining  whether  a  product  develop- 
ment protocol  has  been  completed,  under  section  515,  establishing 
a  performance  standard  under  section  514,  and  reclassifying  de- 
vices under  subsections  (e)  and  (f)  of  section  513,  and  subsection 
(1)(2).  The  Secretary  shall  deem  devices  that  incorporate  the  same 
technologies,  have  the  same  principles  of  operation,  and  are  intend- 
ed for  the  same  use  or  uses  to  be  within  a  kind  of  device. 

(B)  The  Secretary,  contemporaneously  with  the  approval  of  the 
fourth  device  of  a  kind,  shall  publish  an  order  in  the  Federal  Regis- 
ter identifying  the  four  devices  of  a  kind  that  have  been  approved 
under  section  515  and  the  date  on  which  the  data  contained  in  pre- 
market approval  applications  for  the  devices  will  be  available  to 
the  Secretary  for  use,  as  described  in  subparagraph  (A). 

(C)  The  publicly  available  detailed  summaries  of  information  re- 
specting the  safety  and  effectiveness  of  devices  required  by  para- 
graph (1)(A)  shall  be  available  for  use  by  the  Secretary  as  the  evi- 
dentiary basis  for  the  regulatory  action  described  in  subparagraph 
(A). 

(D)  (i)  This  paragraph  shall  become  effective — 

(I)  on  November  15,  1990,  for  devices  for  which  four  devices 
of  a  kind  were  approved  on  or  before  December  31,  1987,  and 

(II)  on  November  15,  1991,  for  devices  not  described  in  sub- 
clause (I). 

(ii)  For  each  device  described  in  clause  (i)(D,  the  Secretary  shall 
publish  a  notice  in  the  Federal  Register  setting  forth  the  date, 
which  shall  be  not  earlier  than  1  year  after  the  date  of  the  notice, 
that  data  identified  in  subparagraph  (A)  shall  be  available  for  the 
use  of  the  Secretary. 

(E)  (i)  Except  as  provided  in  clause  (ii),  the  approval  date  of  a 
device,  for  purposes  of  this  paragraph,  shall  be  the  date  of  the 
letter  of  the  Secretary  to  the  applicant  approving  a  device  under 
section  515  and  permitting  the  applicant  to  commercially  distribute 
the  device. 

(ii)  For  each  device  described  in  subparagraph  (D)(i)(II)  for  which 
the  original  application  for  a  fourth  device  of  a  kind  is  approved  by 
the  Secretary  before  November  1,  1991,  the  approval  date  of  the 
fourth  device  of  a  kind  shall  be  deemed  to  be  November  15,  1991. 
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(F)  Any  challenge  to  an  order  under  subparagraph  (B)  shall  be 
made  not  later  than  30  days  after  the  date  of  the  Federal  Register 
notice  referred  to  in  such  subparagraph. 

Proceedings  of  Advisory  Panels  and  Committees 

(i)  Each  panel  under  section  513  and  each  advisory  committee  es- 
tablished under  section  514(b)(5)(B)  or  515(g)  or  under  subsection  (f) 
of  this  section  shall  make  and  maintain  a  transcript  of  any  pro- 
ceeding of  the  panel  or  committee.  Each  such  panel  and  committee 
shall  delete  from  any  transcript  made  pursuant  to  this  subsection 
information  which  under  subsection  (c)  of  this  section  is  to  be  con- 
sidered confidential. 

Traceability  Requirements 

(j)  Except  as  provided  in  section  519(e),  no  regulation  under  this 
Act  may  impose  on  a  type  or  class  of  device  requirements  for  the 
traceability  of  such  type  or  class  of  device  unless  such  require- 
ments are  necessary  to  assure  the  protection  of  the  public  health. 

Research  and  Development 

(k)  The  Secretary  may  enter  into  contracts  for  research,  testing, 
and  demonstrations  respecting  devices  and  may  obtain  devices  for 
research,  testing,  and  demonstration  purposes  without  regard  to 
sections  3648  and  3709  of  the  Revised  Statutes  (31  U.S.C.  529,  41 
U.S.C.  5). 

Transitional  Provisions  for  Devices  Considered  as  New  Drugs  or 

Antibiotic  Drugs 

(1)(  1)  Any  device  intended  for  human  use — 

(A)  for  which  on  the  date  of  enactment  of  the  Medical  Device 
Amendments  of  1976  (hereinafter  in  this  subsection  referred  to 
as  the  "enactment  date")  an  approval  of  an  application  submit- 
ted under  section  505(b)  was  in  effect; 

(B)  for  which  such  an  application  was  filed  on  or  before  the 
enactment  date  and  with  respect  to  which  application  no  order 
of  approval  or  refusing  to  approve  had  been  issued  on  such 
date  under  subsection  (c)  or  (d)  of  such  section; 

(C)  for  which  on  the  enactment  date  an  exemption  under 
subsection  (i)  of  such  section  was  in  effect; 

(D)  which  is  within  a  type  of  device  described  in  subpara- 
graph (A),  (B),  or  (C)  and  is  substantially  equivalent  to  another 
device  within  that  type; 

(E)  which  the  Secretary  in  a  notice  published  in  the  Federal 
Register  before  the  enactment  date  has  declared  to  be  a  new 
drug  subject  to  section  505;  or 

(F)  with  respect  to  which  on  the  enactment  date  an  action  is 
pending  in  a  United  States  court  under  section  302,  303,  or  304 
for  an  alleged  violation  of  a  provision  of  section  301  which  en- 
forces a  requirement  of  section  505  or  for  an  alleged  violation 
of  section  505(a), 
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is  classified  in  class  III  unless  the  Secretary  in  response  to  a  peti- 
tion submitted  under  paragraph  (2)  has  classified  such  device  in 
class  I  or  II. 

(2)  The  Secretary  may  initiate  the  reclassification  of  a  device 
classified  into  class  III  under  paragraph  (1)  of  this  subsection  or  the 
manufacturer  or  importer  of  a  device  classified  under  paragraph  (1) 
may  petition  the  Secretary  (in  such  form  and  manner  as  he  shall 
prescribe)  for  the  issuance  of  an  order  classifying  the  device  in 
class  I  or  class  II.  Within  thirty  days  of  the  filing  of  such  a  petition, 
the  Secretary  shall  notify  the  petitioner  of  any  deficiencies  in  the 
petition  which  prevent  the  Secretary  from  making  a  decision  on 
the  petition.  Except  as  provided  in  paragraph  (3)(D)(ii),  within  one 
hundred  and  eighty  days  after  the  filing  of  a  petition  under  this 
paragraph,  the  Secretary  shall,  after  consultation  with  the  appro- 
priate panel  under  section  513,  by  order  either  deny  the  petition  or 
order  the  classification,  in  accordance  with  the  criteria  prescribed 
by  section  513(a)(1)(A)  or  513(a)(1)(B),  of  the  device  in  class  I  or  class 
II. 

(3)  (A)  In  the  case  of  a  device  which  is  described  in  paragraph 
(1)(A)  and  which  is  in  class  III — 

(i)  such  device  shall  on  the  enactment  date  be  considered  a 
device  with  an  approved  application  under  section  515,  and 

(ii)  the  requirements  applicable  to  such  device  before  the  en- 
actment date  under  section  505'  shall  continue  to  apply  to  such 
device  until  changed  by  the  Secretary  as  authorized  by  this 
Act. 

(B)  In  the  case  of  a  device  which  is  described  in  paragraph  (1)(B) 
and  which  is  in  class  III,  an  application  for  such  device  shall  be 
considered  as  having  been  filed  under  section  515  on  the  enactment 
date.  The  period  in  which  the  Secretary  shall  act  on  such  applica- 
tion in  accordance  with  section  515(d)(1)  shall  be  one  hundred  and 
eighty  days  from  the  enactment  date  (or  such  greater  period  as  the 
Secretary  and  the  applicant  may  agree  upon  after  the  Secretary 
has  made  the  finding  required  by  section  515(d)(l)(B)(i))  less  the 
number  of  days  in  the  period  beginning  on  the  date  an  application 
for  such  device  was  filed  under  section  505  and  ending  on  the  en- 
actment date.  After  the  expiration  of  such  period  such  device  is  re- 
quired, unless  exempt  under  subsection  (g),  to  have  in  effect  an  ap- 
proved application  under  section  515. 

(C)  A  device  which  is  described  in  paragraph  (1)(C)  and  which  is 
in  class  III  shall  be  considered  a  new  drug  until  the  expiration  of 
the  ninety-day  period  beginning  on  the  date  of  the  promulgation  of 
regulations  under  subsection  (g)  of  this  section.  After  the  expiration 
of  such  period  such  device  is  required,  unless  exempt  under  subsec- 
tion (g),  to  have  in  effect  an  approved  application  under  section 
515. 

(D)  (i)  Except  as  provided  in  clauses  (ii)  and  (iii),  a  device  which  is 
described  in  subparagraph  (D),  (E),  or  (F)  of  paragraph  (1)  and 
which  is  in  class  III  is  required,  unless  exempt  under  subsection  (g) 
of  this  section,  to  have  on  and  after  sixty  days  after  the  enactment 
date  in  effect  an  approved  application  under  section  515. 

(ii)  If- 
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(I)  a  petition  is  filed  under  paragraph  (2)  for  a  device  de- 
scribed in  subparagraph  (D),  (E),  or  (F)  of  paragraph  (1),  or 

(II)  an  application  for  premarket  approval  is  filed  under  sec- 
tion 515  for  such  a  device, 

within  the  sixty-day  period  beginning  on  the  enactment  date  (or 
within  such  greater  period  as  the  Secretary,  after  making  the  find- 
ing required  under  section  515(d)(1)(B),  and  the  petitioner  or  appli- 
cant may  agree  upon),  the  Secretary  shall  act  on  such  petition  or 
application  in  accordance  with  paragraph  (2)  or  section  515  except 
that  the  period  within  which  the  Secretary  must  act  on  the  peti- 
tion or  application  shall  be  within  the  one  hundred  and  twenty-day 
period  beginning  on  the  date  the  petition  or  application  is  filed.  If 
such  a  petition  or  application  is  filed  within  such  sixty-day  (or 
greater)  period,  clause  (i)  of  this  subparagraph  shall  not  apply  to 
such  device  before  the  expiration  of  such  one  hundred  and  twenty- 
day  period,  or  if  such  petition  is  denied  or  such  application  is 
denied  approval,  before  the  date  of  such  denial,  whichever  occurs 
first. 

(iii)  In  the  case  of  a  device  which  is  described  in  subparagraph  (E) 
of  paragraph  (1),  which  the  Secretary  in  a  notice  published  in  the 
Federal  Register  after  March  31,  1976,  declared  to  be  a  new  drug 
subject  to  section  505,  and  which  is  in  class  III — 

(I)  the  device  shall,  after  eighteen  months  after  the  enact- 
ment date,  have  in  effect  an  approved  application  under  sec- 
tion 515  unless  exempt  under  subsection  (g)  of  this  section,  and 

(II)  the  Secretary  may,  during  the  period  beginning  one  hun- 
dred and  eighty  days  after  the  enactment  date  and  ending 
eighteen  months  after  such  date,  restrict  the  use  of  the  device 
to  investigational  use  by  experts  qualified  by  scientific  training 
and  experience  to  investigate  the  safety  and  effectiveness  of 
such  device,  and  to  investigational  use  in  accordance  with  the 
requirements  applicable  under  regulations  under  subsection  (g) 
of  this  section  to  investigational  use  of  devices  granted  an  ex- 
emption under  such  subsection. 

If  the  requirements  under  subsection  (g)  of  this  section  are  made 
applicable  to  the  investigational  use  of  such  a  device,  they  shall  be 
made  applicable  in  such  a  manner  that  the  device  shall  be  made 
reasonably  available  to  physicians  meeting  appropriate  qualifica- 
tions prescribed  by  the  Secretary. 

(4)  Any  device  intended  for  human  use  which  on  the  enactment 
date  was  subject  to  the  requirements  of  section  507  shall  be  subject 
to  such  requirements  as  follows: 

(A)  In  the  case  of  such  a  device  which  is  classified  into  class 

I,  such  requirements  shall  apply  to  such  device  until  the  effec- 
tive date  of  the  regulation  classifying  the  device  into  such 
class. 

(B)  In  the  case  of  such  a  device  which  is  classified  into  class 

II,  such  requirements  shall  apply  to  such  device  until  the  effec- 
tive date  of  a  performance  standard  applicable  to  the  device 
under  section  514. 

(C)  In  the  case  of  such  a  device  which  is  classified  into  class 

III,  such  requirements  shall  apply  to  such  device  until  the  date 
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on  which  the  device  is  required  to  have  in  effect  an  approved 

application  under  section  515. 
(5)(A)  Before  December  1,  1991,  the  Secretary  shall  by  order  re- 
quire manufacturers  of  devices  described  in  paragraph  (1),  which 
are  subject  to  revision  of  classification  under  subparagraph  (B),  to 
submit  to  the  Secretary  a  summary  of  and  citation  to  any  informa- 
tion known  or  otherwise  available  to  the  manufacturers  respecting 
the  devices,  including  adverse  safety  or  effectiveness  information 
which  has  not  been  submitted  under  section  519.  The  Secretary 
may  require  a  manufacturer  to  submit  the  adverse  safety  or  effec- 
tiveness data  for  which  a  summary  and  citation  were  submitted,  if 
such  data  are  available  to  the  manufacturer. 

(B)  Except  as  provided  in  subparagraph  (C),  after  the  issuance  of 
an  order  under  subparagraph  (A)  but  before  December  1,  1992,  the 
Secretary  shall  publish  a  regulation  in  the  Federal  Register  for 
each  device  which  is  classified  in  class  III  under  paragraph  (1)  re- 
vising the  classification  of  the  device  so  that  the  device  is  classified 
into  class  I  or  class  II,  unless  the  regulation  requires  the  device  to 
remain  in  class  III.  In  determining  whether  to  revise  the  classifica- 
tion of  a  device  or  to  require  a  device  to  remain  in  class  III,  the 
Secretary  shall  apply  the  criteria  set  forth  in  section  513(a).  Before 
the  publication  of  a  regulation  requiring  a  device  to  remain  in  class 
III  or  revising  its  classification,  the  Secretary  shall  publish  a  pro- 
posed regulation  respecting  the  classification  of  a  device  under  this 
subparagraph  and  provide  an  opportunity  for  the  submission  of 
comments  on  any  such  regulation.  No  regulation  under  this  sub- 
paragraph requiring  a  device  to  remain  in  class  III  or  revising  its 
classification  may  take  effect  before  the  expiration  of  90  days  from 
the  date  of  the  publication  in  the  Federal  Register  of  the  proposed 
regulation. 

(C)  The  Secretary  may  by  notice  published  in  the  Federal  Regis- 
ter extend  the  period  prescribed  by  subparagraph  (B)  for  a  device 
for  an  additional  period  not  to  exceed  1  year. 

Humanitarian  Device  Exemption 

(m)(l)  To  the  extent  consistent  with  the  protection  of  the  public 
health  and  safety  and  with  ethical  standards,  it  is  the  purpose  of 
this  subsection  to  encourage  the  discovery  and  use  of  devices  in- 
tended to  benefit  patients  in  the  treatment  and  diagnosis  of  dis- 
eases or  conditions  that  affect  fewer  than  4,000  individuals  in  the 
United  States. 

(2)  The  Secretary  may  grant  a  request  for  an  exemption  from  the 
effectiveness  requirements  of  sections  514  and  515  for  a  device  for 
which  the  Secretary  finds  that — 

(A)  the  device  is  designed  to  treat  or  diagnose  a  disease  or 
condition  that  affects  fewer  than  4,000  individuals  in  the 
United  States, 

(B)  the  device  would  not  be  available  to  a  person  with  a  dis- 
ease or  condition  referred  to  in  subparagraph  (A)  unless  the 
Secretary  grants  such  an  exemption  and  there  is  no  compara- 
ble device,  other  than  under  this  exemption,  available  to  treat 
or  diagnose  such  disease  or  condition,  and 


155 


FEDERAL  FOOD,  DRUG,  AND  COSMETIC  ACT 


Sec.  521 


(C)  the  device  will  not  expose  patients  to  an  unreasonable  or 
significant  risk  of  illness  or  injury  and  the  probable  benefit  to 
health  from  the  use  of  the  device  outweighs  the  risk  of  injury 
or  illness  from  its  use,  taking  into  account  the  probable  risks 
and  benefits  of  currently  available  devic  or  alternative  forms 
of  treatment. 

"(3)  No  person  granted  an  exemption  under  paragraph  (2)  with 
respect  to  a  device  may  sell  the  device  for  an  amount  that  exceeds 
the  costs  of  research  and  development,  fabrication,  and  distribution 
of  the  device. 

(4)  Devices  granted  an  exemption  under  paragraph  (2)  may  only 
be  used — 

(A)  in  facilities  that  have  established,  in  accordance  with  reg- 
ulations of  the  Secretary,  a  local  institutional  review  commit- 
tee to  supervise  clinical  testing  of  devices  in  the  facilities,  and 

(B)  if,  before  the  use  of  a  device,  an  institutional  review  com- 
mittee approves  the  use  in  the  treatment  or  diagnosis  of  a  dis- 
ease or  condition  referred  to  in  paragraph  (2)(A). 

(5)  An  exemption  under  paragraph  (2)  shall  be  for  a  term  of  18 
months  and  may  only  be  initially  granted  in  the  5-year  period  be- 
ginning on  the  date  regulations  under  paragraph  (6)  take  effect. 
The  Secretary  may  extend  such  an  exemption  for  a  period  of  18 
months  if  the  Secretary  is  able  to  make  the  findings  set  forth  in 
paragraph  (2)  and  if  the  applicant  supplies  information  demonstrat- 
ing compliance  with  paragraph  (3).  An  exemption  may  be  extended 
more  than  once  and  may  be  extended  after  the  expiration  of  such 
5-year  period. 

(6)  Within  one  year  of  the  date  of  the  enactment  of  this  subsec- 
tion, the  Secretary  shall  issue  regulations  to  implement  this  subsec- 
tion. 

STATE  AND  LOCAL  REQUIREMENTS  RESPECTING  DEVICES 

General  Rule 

Sec.  521.  [360k]  (a)  Except  as  provided  in  subsection  (b),  no 
State  or  political  subdivision  of  a  State  may  establish  or  continue 
in  effect  with  respect  to  a  device  intended  for  human  use  any  re- 
quirement— 

(1)  which  is  different  from,  or  in  addition  to,  any  require- 
ment applicable  under  this  Act  to  the  device,  and 

(2)  which  relates  to  the  safety  or  effectiveness  of  the  device 
or  to  any  other  matter  included  in  a  requirement  applicable  to 
the  device  under  this  Act. 

Exempt  Requirements 

(b)  Upon  application  of  a  State  or  a  political  subdivision  thereof, 
the  Secretary  may,  by  regulation  promulgated  after  notice  and  op- 
portunity for  an  oral  hearing,  exempt  from  subsection  (a),  under 
such  conditions  as  may  be  prescribed  in  such  regulation,  a  require- 
ment of  such  State  or  political  subdivision  applicable  to  a  device  in- 
tended for  human  use  if— 
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(1)  the  requirement  is  more  stringent  than  a  requirement 
under  this  Act  which  would  be  applicable  to  the  device  if  an 
exemption  were  not  in  effect  under  this  subsection;  or 

(2)  the  requirement — 

(A)  is  required  by  compelling  local  conditions,  and 

(B)  compliance  with  the  requirement  would  not  cause 
the  device  to  be  in  violation  of  any  applicable  requirement 
under  this  Act. 

POSTMARKET  SURVEILLANCE 

Sec.  522.  [3601]  (a)  In  General.— 

(1)  Required  surveillance. — The  Secretary  shall  require  a 
manufacturer  to  conduct  postmarket  surveillance  for  any 
device  of  the  manufacturer  first  introduced  or  delivered  for  in- 
troduction into  interstate  commerce  after  January  1,  1991, 
that— 

(A)  is  a  permanent  implant  the  failure  of  which  may 
cause  serious,  adverse  health  consequences  or  death, 

(B)  is  intended  for  a  use  in  supporting  or  sustaining 
human  life,  or 

(C)  potentially  presents  a  serious  risk  to  human  health. 

(2)  Discretionary  surveillance. — The  Secretary  may  re- 
quire a  manufacturer  to  conduct  postmarket  surveillance  for  a 
device  of  the  manufacturer  if  the  Secretary  determines  that 
postmarket  surveillance  of  the  device  is  necessary  to  protect 
the  public  health  or  to  provide  safety  or  effectiveness  data  for 
the  device. 

(b)  Surveillance  Approval. — Each  manufacturer  required  to 
conduct  a  surveillance  of  a  device  under  subsection  (a)  shall,  within 
30  days  of  the  first  introduction  or  delivery  for  introduction  of  such 
device  into  interstate  commerce  submit,  for  the  approval  of  the 
Secretary,  a  protocol  for  the  required  surveillance.  The  Secretary, 
within  60  days  of  the  receipt  of  such  protocol,  shall  determine  if 
the  principal  investigator  proposed  to  be  used  in  the  surveillance 
has  sufficient  qualifications  and  experience  to  conduct  such  surveil- 
lance and  if  such  protocol  will  result  in  collection  of  useful  data  or 
other  information  necessary  to  protect  the  public  health  and  to 
provide  safety  and  effectiveness  information  for  the  device.  The 
Secretary  may  not  approve  such  a  protocol  until  it  has  been  re- 
viewed by  an  appropriately  qualified  scientific  and  technical  review 
committee  established  by  the  Secretary. 

Subchapter  B — Drugs  for  Rare  Diseases  or  Conditions 

recommendations  for  investigations  of  drugs  for  rare  diseases 

or  conditions 

Sec.  525.  [360aa]  (a)  The  sponsor  of  a  drug  for  a  disease  or  con- 
dition which  is  rare  in  the  States  may  request  the  Secretary  to  pro- 
vide written  recommendations  for  the  nonclinical  and  clinical  in- 
vestigations which  must  be  conducted  with  the  drug  before — 

(1)  it  may  be  approved  for  such  disease  or  condition  under 
section  505, 
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(2)  if  the  drug  is  an  antibiotic,  it  may  be  certified  for  such 
disease  or  condition  under  section  507,  or 

(3)  if  the  drug  is  a  biological  product,  it  may  be  licensed  for 
such  disease  or  condition  under  section  351  of  the  Public 
Health  Service  Act. 

If  the  Secretary  has  reason  to  believe  that  a  drug  for  which  a  re- 
quest is  made  under  this  section  is  a  drug  for  a  disease  or  condition 
which  is  rare  in  the  States,  the  Secretary  shall  provide  the  person 
making  the  request  written  recommendations  for  the  nonclinical 
and  clinical  investigations  which  the  Secretary  believes,  on  the 
basis  of  information  available  to  the  Secretary  at  the  time  of  the 
request  under  this  section,  would  be  necessary  for  approval  of  such 
drug  for  such  disease  or  condition  under  section  505,  certification  of 
such  drug  for  such  disease  or  condition  under  section  507,  or  licens- 
ing of  such  drug  for  such  disease  or  condition  under  section  351  of 
the  Public  Health  Service  Act. 

(b)  The  Secretary  shall  by  regulation  promulgate  procedures  for 
the  implementation  of  subsection  (a). 

DESIGNATION  OF  DRUGS  FOR  RARE  DISEASES  OR  CONDITIONS 

Sec.  526.  [360bb]  (a)(1)  The  manufacturer  or  the  sponsor  of  a 
drug  may  request  the  Secretary  to  designate  the  drug  as  a  drug  for 
a  rare  disease  or  condition.  A  request  for  designation  of  a  drug 
shall  be  made  before  the  submission  of  an  application  under  sec- 
tion 505(b)  for  the  drug,  the  submission  of  an  application  for  certifi- 
cation of  the  drug  under  section  507,  or  the  submission  of  an  appli- 
cation for  licensing  of  the  drug  under  section  351  of  the  Public 
Health  Service  Act.  If  the  Secretary  finds  that  a  drug  for  which  a 
request  is  submitted  under  this  subsection  is  being  or  will  be  inves- 
tigated for  a  rare  disease  or  condition  and — 

(A)  if  an  application  for  such  drug  is  approved  under  section 
505, 

(B)  if  a  certification  for  such  drug  is  issued  under  section  507, 

or 

(C)  if  a  license  for  such  drug  is  issued  under  section  351  of 
the  Public  Health  Service  Act, 

the  approval,  certification,  or  license  would  be  for  use  for  such  dis- 
ease or  condition,  the  Secretary  shall  designate  the  drug  as  a  drug 
for  such  disease  or  condition.  A  request  for  a  designation  of  a  drug 
under  this  subsection  shall  contain  the  consent  of  the  applicant  to 
notice  being  given  by  the  Secretary  under  subsection  (b)  respecting 
the  designation  of  the  drug. 

(2)  For  purposes  of  paragraph  (1),  the  term  "rare  disease  or  condi- 
tion" means  any  disease  or  condition  which  (A)  affects  less  than 
200,000  persons  in  the  United  States,  or  (B)  affects  more  than 
200,000  in  the  United  States  and  for  which  there  is  no  reasonable 
expectation  that  the  cost  of  developing  and  making  available  in  the 
United  States  a  drug  for  such  disease  or  condition  will  be  recovered 
from  sales  in  the  United  States  of  such  drug.  Determinations  under 
the  preceding  sentence  with  respect  to  any  drug  shall  be  made  on 
the  basis  of  the  facts  and  circumstances  as  of  the  date  the  request 
for  designation  of  the  drug  under  this  subsection  is  made. 
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(b)  A  designation  of  a  drug  under  subsection  (a)  shall  be  subject 
to  the  condition  that — 

(1)  if  an  application  was  approved  for  the  drug  under  section 
505(b),  a  certificate  was  issued  for  the  drug  under  section  507, 
or  a  license  was  issued  for  the  drug  under  section  351  of  the 
Public  Health  Service  Act,  the  manufacturer  of  the  drug  will 
notify  the  Secretary  of  any  discontinuance  of  the  production  of 
the  drug  at  least  one  year  before  discontinuance,  and 

(2)  if  an  application  has  not  been  approved  for  the  drug 
under  section  505(b),  a  certificate  has  not  been  issued  for  the 
drug  under  section  507,  or  a  license  has  not  been  issued  for  the 
drug  under  section  351  of  the  Public  Health  Service  Act  and  if 
preclinical  investigations  or  investigations  under  section  505(i) 
are  being  conducted  with  the  drug,  the  manufacturer  or  spon- 
sor of  the  drug  will  notify  the  Secretary  of  any  decision  to  dis- 
continue active  pursuit  of  approval  of  an  application  under  sec- 
tion 505(b),  approval  of  an  application  for  certification  under 
section  507,  or  approval  of  a  license  under  section  351  of  the 
Public  Health  Service  Act. 

(c)  Notice  respecting  the  designation  of  a  drug  under  subsection 
(a)  shall  be  made  available  to  the  public. 

(d)  The  Secretary  shall  by  regulation  promulgate  procedures  for 
the  implementation  of  subsection  (a). 

PROTECTION  FOR  DRUGS  FOR  RARE  DISEASES  OR  CONDITIONS 

Sec.  527.  [360cc]  (a)  Except  as  provided  in  subsection  (b),  if  the 
Secretary — 

(1)  approves  an  application  filed  pursuant  to  section  505, 

(2)  issues  a  certification  under  section  507,  or 

(3)  issues  a  license  under  section  351  of  the  Public  Health 
Service  Act 

for  a  drug  designated  under  section  526  for  a  rare  disease  or  condi- 
tion, the  Secretary  may  not  approve  another  application  under  sec- 
tion 505,  issue  another  certification  under  section  507,  or  issue  an- 
other license  under  section  351  of  the  Public  Health  Service  Act  for 
such  drug  for  such  disease  or  condition  for  a  person  who  is  not  the 
holder  of  such  approved  application,  of  such  certification,  or  of 
such  license  until  the  expiration  of  seven  years  from  the  date  of 
the  approval  of  the  approved  application,  the  issuance  of  the  certi- 
fication, or  the  issuance  of  the  license.  Section  505(c)(2)  does  not 
apply  to  the  refusal  to  approve  an  application  under  the  preceding 
sentence. 

(b)  If  an  application  filed  pursuant  to  section  505  is  approved  for 
a  drug  designated  under  section  526  for  a  rare  disease  or  condition, 
if  a  certification  is  issued  under  section  507  for  such  a  drug,  or  if  a 
license  is  issued  under  section  351  of  the  Public  Health  Service  Act 
for  such  a  drug,  the  Secretary  may,  during  the  seven-year  period 
beginning  on  the  date  of  the  application  approval,  of  the  issuance 
of  the  certification  under  section  507,  or  of  the  issuance  of  the  li- 
cense, approve  another  application  under  section  505,  issue  another 
certification  under  section  507, 1  or  issue  a  license  under  section  351 


1  So  in  law. 
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of  the  Public  Health  Service  Act,  for  such  drug  for  such  disease  or 
condition  for  a  person  who  is  not  the  holder  of  such  approved  appli- 
cation, of  such  certification,  or  of  such  license  if — 

(1)  The  1  Secretary  finds,  after  providing  the  holder  notice 
and  opportunity  for  the  submission  of  views,  that  in  such 
period  the  holder  of  the  approved  application,  of  the  certifica- 
tion, or  of  the  license  cannot  assure  the  availability  of  suffi- 
cient quantities  of  the  drug  to  meet  the  needs  of  persons  with 
the  disease  or  condition  for  which  the  drug  was  designated;  or 

(2)  such  holder  provides  the  Secretary  in  writing  the  consent 
of  such  holder  for  the  approval  of  other  applications,  issuance 
of  other  certifications,  or  the  issuance  of  other  licenses  before 
the  expiration  of  such  seven-year  period. 

OPEN  PROTOCOLS  FOR  INVESTIGATIONS  OF  DRUGS  FOR  RARE  DISEASES  OR 

CONDITIONS 

Sec.  528.  [360dd]  If  a  drug  is  designated  under  section  526  as  a 
drug  for  a  rare  disease  or  condition  and  if  notice  of  a  claimed  ex- 
emption under  section  505(i)  or  regulations  issued  thereunder  is 
filed  for  such  drug,  the  Secretary  shall  encourage  the  sponsor  of 
such  drug  to  design  protocols  for  clinical  investigations  of  the  drug 
which  may  be  conducted  under  the  exemption  to  permit  the  addi- 
tion to  the  investigations  of  persons  with  the  disease  or  condition 
who  need  the  drug  to  treat  the  disease  or  condition  and  who  cannot 
be  satisfactorily  treated  by  available  alternative  drugs. 

Subchapter  C — Electronic  Product  Radiation  Control 


DEFINITIONS 

Sec.  531.  2  [360hhJ  As  used  in  this  subchapter— 

(1)  the  term  '  'electronic  product  radiation"  means — 

(A)  any  ionizing  or  non-ionizing  electromagnetic  or  par- 
ticulate radiation,  or 

(B)  any  sonic,  infrasonic,  or  ultrasonic  wave,  which  is 
emitted  from  an  electronic  product  as  the  result  of  the  op- 
eration of  an  electronic  circuit  in  such  product; 

(2)  the  term  "electronic  product"  means  (A)  any  manufac- 
tured or  assembled  product  which,  when  in  operation,  (i)  con- 
tains or  acts  as  part  of  an  electronic  circuit  and  (ii)  emits  (or  in 
the  absence  of  effective  shielding  or  other  controls  would  emit) 
electronic  product  radiation,  or  (B)  any  manufactured  or  as- 
sembled article  which  is  intended  for  use  as  a  component,  part, 
or  accessory  of  a  product  described  in  clause  (A)  and  which 
when  in  operation  emits  (or  in  the  absence  of  effective  shield- 
ing or  other  controls  would  emit)  such  radiation; 


1  So  in  law. 

2  Section  19(3)  of  Public  Law  101-629  (104  Stat.  4529-30)  repealed  section  354  and  redesignated 
sections  355  through  360F  of  the  Public  Health  Service  Act  as  sections  531  through  542,  respec- 
tively. Section  19(4)  transferred  to  chapter  V  of  the  Federal  Food,  Drug,  and  Cosmetic  Act,  sec- 
tions 354  through  360F  of  the  Public  Health  Service  Act  and  redesignated  them  as  sections  530 
through  542,  respectively.  Since  section  354  was  repealed  by  section  19(3)  it  could  not  be  redesig- 
nated as  section  530. 
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(3)  the  term  "manufacturer"  means  any  person  engaged  in 
the  business  of  manufacturing,  assembling,  or  importing  of 
electronic  products; 

(4)  the  term  "commerce"  means  (A)  commerce  between  any 
place  in  any  State  and  any  place  outside  thereof;  and  (B)  com- 
merce wholly  within  the  District  of  Columbia;  and 

(5)  the  term  "State"  includes  the  District  of  Columbia,  the 
Commonwealth  of  Puerto  Rico,  the  Northern  Mariana  Islands, 
the  Virgin  Islands,  Guam,  and  American  Samoa. 

ELECTRONIC  PRODUCT  RADIATION  CONTROL  PROGRAM 

Sec.  532.  [360ii]  (a)  The  Secretary  shall  establish  and  carry  out 
an  electronic  product  radiation  control  program  designed  to  protect 
the  public  health  and  safety  from  electronic  product  radiation.  As  a 
part  of  such  program,  he  shall — 

(1)  pursuant  to  section  534,  develop  and  administer  perform- 
ance standards  for  electronic  products; 

(2)  plan,  conduct,  coordinate,  and  support  research,  develop- 
ment, training,  and  operational  activities  to  minimize  the  emis- 
sions of  and  the  exposure  of  people  to,  unnecessary  electronic 
product  radiation; 

(3)  maintain  liaison  with  and  receive  information  from  other 
Federal  and  State  departments  and  agencies  with  related  in- 
terests, professional  organizations,  industry,  industry  and  labor 
associations,  and  other  organizations  on  present  and  future  po- 
tential electronic  product  radiation; 

(4)  study  and  evaluate  emissions  of,  and  conditions  of  expo- 
sure to,  electronic  product  radiation  and  intense  magnetic 
fields; 

(5)  develop,  test,  and  evaluate  the  effectiveness  of  procedures 
and  techniques  for  minimizing  exposure  to  electronic  product 
radiation;  and 

(6)  consult  and  maintain  liaison  with  the  Secretary  of  Com- 
merce, the  Secretary  of  Defense,  the  Secretary  of  Labor,  the 
Atomic  Energy  Commission,  and  other  appropriate  Federal  de- 
partments and  agencies  on  (A)  techniques,  equipment,  and  pro- 
grams for  testing  and  evaluating  electronic  product  radiation, 
and  (B)  the  development  of  performance  standards  pursuant  to 
section  534  to  control  such  radiation  emissions. 

(b)  In  carrying  out  the  purposes  of  subsection  (a),  the  Secretary  is 
authorized  to — 

(1)  (A)  collect  and  make  available,  through  publications  and 
other  appropriate  means,  the  results  of,  and  other  information 
concerning,  research  and  studies  relating  to  the  nature  and 
extent  of  the  hazards  and  control  of  electronic  product  radi- 
ation; and  (B)  make  such  recommendations  relating  to  such 
hazards  and  control  as  he  considers  appropriate; 

(2)  make  grants  to  public  and  private  agencies,  organizations, 
and  institutions,  and  to  individuals  for  the  purposes  stated  in 
paragraphs  (2),  (4),  and  (5)  of  subsection  (a)  of  this  section; 

(3)  contract  with  public  or  private  agencies,  institutions,  and 
organizations,  and  with  individuals,  without  regard  to  section 
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3324  of  title  31,  United  States  Code,  and  section  3709  of  the  Re- 
vised Statutes  of  the  United  States  (41  U.S.C.  5);  and 

(4)  procure  (by  negotiation  or  otherwise)  electronic  products 
for  research  and  testing  purposes,  and  sell  or  otherwise  dispose 
of  such  products. 
(c)(1)  Each  recipient  of  assistance  under  this  subchapter  pursuant 
to  grants  or  contracts  entered  into  under  other  than  competitive 
bidding  procedures  shall  keep  such  records  as  the  Secretary  shall 
prescribe,  including  records  which  fully  disclose  the  amount  and 
disposition  by  such  recipient  of  the  proceeds  of  such  assistance,  the 
total  cost  of  the  project  or  undertaking  in  connection  with  which 
such  assistance  is  given  or  used,  and  the  amount  of  that  portion  of 
the  cost  of  the  project  or  undertaking  supplied  by  other  sources, 
and  such  other  records  as  will  facilitate  an  effective  audit. 

(2)  The  Secretary  and  the  Comptroller  General  of  the  United 
States,  or  any  of  their  duly  authorized  representatives,  shall  have 
access  for  the  purpose  of  audit  and  examination  to  any  books,  docu- 
ments, papers,  and  records  of  the  recipient  that  are  pertinent  to 
the  grants  or  contracts  entered  into  under  this  subchapter  under 
other  than  competitive  bidding  procedures. 

STUDIES  BY  THE  SECRETARY 

Sec.  533.  [360jj]  (a)  The  Secretary  shall  conduct  the  following 
studies,  and  shall  make  a  report  or  reports  of  the  results  of  such 
studies  to  the  Congress  on  or  before  January  1,  1970,  and  from 
time  to  time  thereafter  as  he  may  find  necessary,  together  with 
such  recommendations  for  legislation  as  he  may  deem  appropriate: 

(1)  A  study  of  present  State  and  Federal  control  of  health  haz- 
ards from  electronic  product  radiation  and  other  types  of  ionizing 
radiation,  which  study  shall  include,  but  not  be  limited  to — 

(A)  control  of  health  hazards  from  radioactive  materials 
other  than  materials  regulated  under  the  Atomic  Energy  Act 
of  1954; 

(B)  any  gaps  and  inconsistencies  in  present  controls; 

(C)  the  need  for  controlling  the  sale  of  certain  used  electronic 
products,  particularly  antiquated  X-ray  equipment,  without  up- 
grading such  products  to  meet  the  standards  for  new  products 
or  separate  standards  for  used  products; 

(D)  measures  to  assure  consistent  and  effective  control  of  the 
aforementioned  health  hazards; 

(E)  measures  to  strengthen  radiological  health  programs  of 
State  governments;  and 

(F)  the  feasibility  of  authorizing  the  Secretary  to  enter  into 
arrangements  with  individual  States  or  groups  of  States  to 
define  their  respective  functions  and  responsibilities  for  the 
control  of  electronic  product  radiation  and  other  ionizing  radi- 
ation; 

(2)  A  study  to  determine  the  necessity  for  the  development  of 
standards  for  the  use  of  nonmedical  electronic  products  for  com- 
mercial and  industrial  purposes;  and 

(3)  A  study  of  the  development  of  practicable  procedures  for  the 
detection  and  measurement  of  electronic  product  radiation  which 
may  be  emitted  from  electronic  products  manufactured  or  imported 
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prior  to  the  effective  date  of  any  applicable  standard  established 
pursuant  to  this  subchapter. 

(b)  In  carrying  out  these  studies,  the  Secretary  shall  invite  the 
participation  of  other  Federal  departments  and  agencies  having  re- 
lated responsibilities  and  interests,  State  governments — particular- 
ly those  of  States  which  regulate  radioactive  materials  under  sec- 
tion 274  of  the  Atomic  Energy  Act  of  1954,  as  amended,  and  inter- 
ested professional,  labor,  and  industrial  organizations.  Upon  re- 
quest from  congressional  committees  interested  in  these  studies, 
the  Secretary  shall  keep  these  committees  currently  informed  as  to 
the  progress  of  the  studies  and  shall  permit  the  committees  to  send 
observers  to  meetings  of  the  study  groups. 

(c)  The  Secretary  or  his  designee  shall  organize  the  studies  and 
the  participation  of  the  invited  participants  as  he  deems  best.  Any 
dissent  from  the  findings  and  recommendations  of  the  Secretary 
shall  be  included  in  the  report  if  so  requested  by  the  dissenter. 

PERFORMANCE  STANDARDS  FOR  ELECTRONIC  PRODUCTS 

Sec.  534.  [360kk]  (a)(1)  The  Secretary  shall  by  regulation  pre- 
scribe performance  standards  for  electronic  products  to  control  the 
emission  of  electronic  product  radiation  from  such  products  if  he 
determines  that  such  standards  are  necessary  for  the  protection  of 
the  public  health  and  safety.  Such  standards  may  include  provi- 
sions for  the  testing  of  such  products  and  the  measurement  of  their 
electronic  product  radiation  emissions,  may  require  the  attachment 
of  warning  signs  and  labels,  and  may  require  the  provision  of  in- 
structions for  the  installation,  operation,  and  use  of  such  products. 
Such  standards  may  be  prescribed  from  time  to  time  whenever 
such  determinations  are  made,  but  the  first  of  such  standards  shall 
be  prescribed  prior  to  January  1,  1970.  In  the  development  of  such 
standards,  the  Secretary  shall  consult  with  Federal  and  State  de- 
partments and  agencies  having  related  responsibilities  or  interests 
and  with  appropriate  professional  organizations  and  interested  per- 
sons, including  representatives  of  industries  and  labor  organiza- 
tions which  would  be  affected  by  such  standards,  and  shall  give 
consideration  to — 

(A)  the  latest  available  scientific  and  medical  data  in  the 
field  of  electronic  product  radiation; 

(B)  the  standards  currently  recommended  by  (i)  other  Feder- 
al agencies  having  responsibilities  relating  to  the  control  and 
measurement  of  electronic  product  radiation,  and  (ii)  public  or 
private  groups  having  an  expertise  in  the  field  of  electronic 
product  radiation; 

(C)  the  reasonableness  and  technical  feasibility  of  such  stand- 
ards as  applied  to  a  particular  electronic  product; 

(D)  the  adaptability  of  such  standards  to  the  need  for  uni- 
formity and  reliability  of  testing  and  measuring  procedures 
and  equipment;  and 

(E)  in  the  case  of  a  component,  or  accessory  described  in 
paragraph  (2)(B)  of  section  531,  the  performance  of  such  article 
in  the  manufactured  or  assembled  product  for  which  it  is  de- 
signed. 
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(2)  The  Secretary  may  prescribe  different  and  individual  perform- 
ance standards,  to  the  extent  appropriate  and  feasible,  for  different 
electronic  products  so  as  to  recognize  their  different  operating 
characteristics  and  uses. 

(3)  The  performance  standards  prescribed  under  this  section  shall 
not  apply  to  any  electronic  product  which  is  intended  solely  for 
export  if  (A)  such  product  and  the  outside  of  any  shipping  contain- 
er used  in  the  export  of  such  product  are  labeled  or  tagged  to  show 
that  such  product  is  intended  for  export,  and  (B)  such  product 
meets  all  the  applicable  requirements  of  the  country  to  which  such 
product  is  intended  for  export. 

(4)  The  Secretary  may  by  regulation  amend  or  revoke  any  per- 
formance standard  prescribed  under  this  section. 

(5)  The  Secretary  may  exempt  from  the  provisions  of  this  section 
any  electronic  product  intended  for  use  by  departments  or  agencies 
of  the  United  States  provided  such  department  or  agency  has  pre- 
scribed procurement  specifications  governing  emissions  of  electron- 
ic product  radiation  and  provided  further  that  such  product  is  of  a 
type  used  solely  or  predominantly  by  departments  or  agencies  of 
the  United  States. 

(b)  The  provisions  of  subchapter  II  of  chapter  5  of  title  5  of  the 
United  States  Code  (relating  to  the  administrative  procedure  for 
rulemaking),  and  of  chapter  7  of  such  title  (relating  to  judicial 
review),  shall  apply  with  respect  to  any  regulation  prescribing, 
amending,  or  revoking  any  standard  prescribed  under  this  section. 

(c)  Each  regulation  prescribing,  amending,  or  revoking  a  stand- 
ard shall  specify  the  date  on  which  it  shall  take  effect  which,  in  the 
case  of  any  regulation  prescribing,  or  amending  any  standard,  may 
not  be  sooner  than  one  year  or  not  later  than  two  years  after  the 
date  on  which  such  regulation  is  issued,  unless  the  Secretary  finds, 
for  good  cause  shown,  that  an  earlier  or  later  effective  date  is  in 
the  public  interest  and  publishes  in  the  Federal  Register  his  reason 
for  such  finding,  in  which  case  such  earlier  or  later  date  shall 
apply. 

(d)  (1)  In  a  case  of  actual  controversy  as  to  the  validity  of  any  reg- 
ulation issued  under  this  section  prescribing,  amending,  or  revok- 
ing a  performance  standard,  any  person  who  will  be  adversely  af- 
fected by  such  regulation  when  it  is  effective  may  at  any  time  prior 
to  the  sixtieth  day  after  such  regulation  is  issued  file  a  petition 
with  the  United  States  court  of  appeals  for  the  circuit  wherein 
such  person  resides  or  has  his  principal  place  of  business,  for  a  ju- 
dicial review  of  such  regulation.  A  copy  of  the  petition  shall  be 
forthwith  transmitted  by  the  clerk  of  the  court  to  the  Secretary  or 
other  officer  designated  by  him  for  that  purpose.  The  Secretary 
thereupon  shall  file  in  the  court  the  record  of  the  proceedings  on 
which  the  Secretary  based  the  regulation,  as  provided  in  section 
2112  of  title  28  of  the  United  States  Code. 

(2)  If  the  petitioner  applies  to  the  court  for  leave  to  adduce  addi- 
tional evidence,  and  shows  to  the  satisfaction  of  the  court  that  such 
additional  evidence  is  material  and  that  there  were  reasonable 
grounds  for  the  failure  to  adduce  such  evidence  in  the  proceeding 
before  the  Secretary,  the  court  may  order  such  additional  evidence 
(and  evidence  in  rebuttal  thereof)  to  be  taken  before  the  Secretary, 


Sec.  534 


FEDERAL  FOOD,  DRUG,  AND  COSMETIC  ACT 


164 


and  to  be  adduced  upon  the  hearing,  in  such  manner  and  upon 
such  terms  and  conditions  as  to  the  court  may  seem  proper.  The 
Secretary  may  modify  his  findings,  or  make  new  findings,  by 
reason  of  the  additional  evidence  so  taken,  and  he  shall  file  such 
modified  or  new  findings,  and  his  recommendations,  if  any,  for  the 
modification  or  setting  aside  of  his  original  regulation,  with  the 
return  of  such  additional  evidence. 

(3)  Upon  the  filing  of  the  petition  referred  to  in  paragraph  (1)  of 
this  subsection,  the  court  shall  have  jurisdiction  to  review  the  regu- 
lation in  accordance  with  chapter  7  of  title  5  of  the  United  States 
Code  and  to  grant  appropriate  relief  as  provided  in  such  chapter. 

(4)  The  judgment  of  the  court  affirming  or  setting  aside,  in  whole 
or  in  part,  any  such  regulation  of  the  Secretary  shall  be  final,  sub- 
ject to  review  by  the  Supreme  Court  of  the  United  States  upon  cer- 
tiorari or  certification  as  provided  in  section  1254  of  title  28  of  the 
United  States  Code. 

(5)  Any  action  instituted  under  this  subsection  shall  survive,  not- 
withstanding any  change  in  the  person  occupying  the  office  of  Sec- 
retary or  any  vacancy  in  such  office. 

(6)  The  remedies  provided  for  in  this  subsection  shall  be  in  addi- 
tion to  and  not  in  substitution  for  any  other  remedies  provided  by 
law. 

(e)  A  certified  copy  of  the  transcript  of  the  record  and  adminis- 
trative proceedings  under  this  section  shall  be  furnished  by  the 
Secretary  to  any  interested  party  at  his  request,  and  payment  of 
the  costs  thereof,  and  shall  be  admissible  in  any  criminal,  exclusion 
of  imports,  or  other  proceeding  arising  under  or  in  respect  of  this 
subchapter,  irrespective  of  whether  proceedings  with  respect  to  the 
regulation  have  previously  been  initiated  or  become  final  under 
this  section. 

(f)  (1)(A)  The  Secretary  shall  establish  a  Technical  Electronic 
Product  Radiation  Safety  Standards  Committee  (hereafter  in  this 
subchapter  referred  to  as  the  ' 'Committee")  which  he  shall  consult 
before  prescribing  any  standard  under  this  section.  The  Committee 
shall  be  appointed  by  the  Secretary,  after  consultation  with  public 
and  private  agencies  concerned  with  the  technical  aspect  of  elec- 
tronic product  radiation  safety,  and  shall  be  composed  of  fifteen 
members  each  of  whom  shall  be  technically  qualified  by  training 
and  experience  in  one  or  more  fields  of  science  or  engineering  ap- 
plicable to  electronic  product  radiation  safety,  as  follows: 

(i)  Five  members  shall  be  selected  from  governmental  agen- 
cies, including  State  and  Federal  Governments; 

(ii)  Five  members  shall  be  selected  from  the  affected  indus- 
tries after  consultation  with  industry  representatives;  and 

(iii)  Five  members  shall  be  selected  from  the  general  public, 
of  which  at  least  one  shall  be  a  representative  of  organized 
labor. 

(B)  The  Committee  may  propose  electronic  product  radiation 
safety  standards  to  the  Secretary  for  his  consideration.  All  proceed- 
ings of  the  Committee  shall  be  recorded  and  the  record  of  each 
such  proceeding  shall  be  available  for  public  inspection. 

(2)  Payments  to  members  of  the  Committee  who  are  not  officers 
or  employees  of  the  United  States  pursuant  to  subsection  (c)  of  sec- 
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tion  208  of  this  Act  shall  not  render  members  of  the  Committee  of- 
ficers or  employees  of  the  United  States  for  any  purpose. 

(g)  The  Secretary  shall  review  and  evaluate  on  a  continuing  basis 
testing  programs  carried  out  by  industry  to  assure  the  adequacy  of 
safeguards  against  hazardous  electronic  product  radiation  and  to 
assure  that  electronic  products  comply  with  standards  prescribed 
under  this  section. 

(h)  Every  manufacturer  of  an  electronic  product  to  which  is  ap- 
plicable a  standard  in  effect  under  this  section  shall  furnish  to  the 
distributor  or  dealer  at  the  time  of  delivery  of  such  product,  in  the 
form  of  a  label  or  tag  permanently  affixed  to  such  product  or  in 
such  manner  as  approved  by  the  Secretary,  the  certification  that 
such  product  conforms  to  all  applicable  standards  under  this  sec- 
tion. Such  certification  shall  be  based  upon  a  test,  in  accordance 
with  such  standard,  of  the  individual  article  to  which  it  is  attached 
or  upon  a  testing  program  which  is  in  accord  with  good  manufac- 
turing practice  and  which  has  not  been  disapproved  by  the  Secre- 
tary (in  such  manner  as  he  shall  prescribe  by  regulation)  on  the 
grounds  that  it  does  not  assure  the  adequacy  of  safeguards  against 
hazardous  electronic  product  radiation  or  that  it  does  not  assure 
that  electronic  products  comply  with  the  standards  prescribed 
under  this  section. 

NOTIFICATION  OF  DEFECTS  IN,  AND  REPAIR  OR  REPLACEMENT  OF, 
ELECTRONIC  PRODUCTS 

Sec.  535.  [360/Z]  (a)(1)  Every  manufacturer  of  electronic  prod- 
ucts, who  discovers  that  an  electronic  product  produced,  assembled, 
or  imported  by  him  has  a  defect  which  relates  to  the  safety  of  use 
of  such  product  by  reason  of  the  emission  of  electronic  product  ra- 
diation, or  that  an  electronic  product  produced,  assembled,  or  im- 
ported by  him  on  or  after  the  effective  date  of  an  applicable  stand- 
ard prescribed  pursuant  to  section  534  fails  to  comply  with  such 
standard,  shall  immediately  notify  the  Secretary  of  such  defect  or 
failure  to  comply  if  such  product  has  left  the  place  of  manufacture 
and  shall  (except  as  authorized  by  paragraph  (2))  with  reasonable 
promptness  furnish  notification  of  such  defect  or  failure  to  the  per- 
sons (where  known  to  the  manufacturer)  specified  in  subsection  (b) 
of  this  section. 

(2)  If,  in  the  opinion  of  such  manufacturer,  the  defect  or  failure 
to  comply  is  not  such  as  to  create  a  significant  risk  of  injury,  in- 
cluding genetic  injury,  to  any  person,  he  may,  at  the  time  of  giving 
notice  to  the  Secretary  of  such  defect  or  failure  to  comply,  apply  to 
the  Secretary  for  an  exemption  from  the  requirement  of  notice  to 
the  persons  specified  in  subsection  (b).  If  such  application  states 
reasonable  grounds  for  such  exemption,  the  Secretary  shall  afford 
such  manufacturer  an  opportunity  to  present  his  views  and  evi- 
dence in  support  of  the  application,  the  burden  of  proof  being  on 
the  manufacturer.  If,  after  such  presentation,  the  Secretary  is  sat- 
isfied that  such  defect  or  failure  to  comply  is  not  such  as  to  create 
a  significant  risk  of  injury,  including  genetic  injury,  to  any  person, 
he  shall  exempt  such  manufacturer  from  the  requirement  of  notice 
to  the  persons  specified  in  subsection  (b)  of  this  section  and  from 


Sec.  535 


FEDERAL  FOOD,  DRUG,  AND  COSMETIC  ACT 


166 


the  requirements  of  repair  or  replacement  imposed  by  subsection 
(f)  of  this  section. 

(b)  The  notification  (other  than  to  the  Secretary)  required  by 
paragraph  (1)  of  subsection  (a)  of  this  section  shall  be  accom- 
plished— 

(1)  by  certified  mail  to  the  first  purchaser  of  such  product  for 
purposes  other  than  resale,  and  to  any  subsequent  transferee 
of  such  product;  and 

(2)  by  certified  mail  or  other  more  expeditious  means  to  the 
dealers  or  distributors  of  such  manufacturer  to  whom  such 
product  was  delivered. 

(c)  The  notifications  required  by  paragraph  (1)  of  subsection  (a)  of 
this  section  shall  contain  a  clear  description  of  such  defect  or  fail- 
ure to  comply  with  an  applicable  standard,  an  evaluation  of  the 
hazard  reasonably  related  to  such  defect  or  failure  to  comply,  and  a 
statement  of  the  measures  to  be  taken  to  repair  such  defect.  In  the 
case  of  a  notification  to  a  person  referred  to  in  subsection  (b)  of  this 
section,  the  notification  shall  also  advise  the  person  of  his  rights 
under  subsection  (f)  of  this  section. 

(d)  Every  manufacturer  of  electronic  products  shall  furnish  to  the 
Secretary  a  true  or  representative  copy  of  all  notices,  bulletins,  and 
other  communications  to  the  dealers  or  distributors  of  such  manu- 
facturer or  to  purchasers  (or  subsequent  transferees)  of  electronic 
products  of  such  manufacturer  regarding  any  such  defect  in  such 
product  or  any  such  failure  to  comply  with  a  standard  applicable  to 
such  product.  The  Secretary  shall  disclose  to  the  public  so  much  of 
the  information  contained  in  such  notice  or  other  information  ob- 
tained under  section  537  as  he  deems  will  assist  in  carrying  out  the 
purposes  of  this  subchapter,  but  he  shall  not  disclose  any  informa- 
tion which  contains  or  relates  to  a  trade  secret  or  other  matter  re- 
ferred to  in  section  1905  of  title  18  of  the  United  States  Code  unless 
he  determines  that  it  is  necessary  to  carry  out  the  purposes  of  this 
subchapter. 

(e)  If  through  testing,  inspection,  investigation,  or  research  car- 
ried out  pursuant  to  this  subchapter,  or  examination  of  reports 
submitted  pursuant  to  section  537,  or  otherwise,  the  Secretary  de- 
termines that  any  electronic  product — 

(1)  does  not  comply  with  an  applicable  standard  prescribed 
pursuant  to  section  534;  or 

(2)  contains  a  defect  which  relates  to  the  safety  of  use  of  such 
product  by  reason  of  the  emission  of  electronic  product  radi- 
ation; 

he  shall  immediately  notify  the  manufacturer  of  such  product  of 
such  defect  or  failure  to  comply.  The  notice  shall  contain  the  find- 
ings of  the  Secretary  and  shall  include  all  information  upon  which 
the  findings  are  based.  The  Secretary  shall  afford  such  manufactur- 
er an  opportunity  to  present  his  views  and  evidence  in  support 
thereof,  to  establish  that  there  is  no  failure  of  compliance  or  that 
the  alleged  defect  does  not  exist  or  does  not  relate  to  safety  of  use 
of  the  product  by  reason  of  the  emission  of  such  radiation  hazard. 
If  after  such  presentation  by  the  manufacturer  the  Secretary  deter- 
mines that  such  product  does  not  comply  with  an  applicable  stand- 
ard prescribed  pursuant  to  section  534,  or  that  it  contains  a  defect 
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which  relates  to  the  safety  of  use  of  such  product  by  reason  of  the 
emission  of  electronic  product  radiation,  the  Secretary  shall  direct 
the  manufacturer  to  furnish  the  notification  specified  in  subsection 
(c)  of  this  section  to  the  persons  specified  in  paragraphs  (1)  and  (2) 
of  subsection  (b)  of  this  section  (where  known  to  the  manufacturer), 
unless  the  manufacturer  has  applied  for  an  exemption  from  the  re- 
quirement of  such  notification  on  the  ground  specified  in  para- 
graph (2)  of  subsection  (a)  and  the  Secretary  is  satisfied  that  such 
noncompliance  or  defect  is  not  such  as  to  create  a  significant  risk 
of  injury,  including  genetic  injury,  to  any  person. 

(f)  If  any  electronic  product  is  found  under  subsection  (a)  or  (e)  to 
fail  to  comply  with  an  applicable  standard  prescribed  under  this 
subchapter  or  to  have  a  defect  which  relates  to  the  safety  of  use  of 
such  product,  and  the  notification  specified  in  subsection  (c)  is  re- 
quired to  be  furnished  on  account  of  such  failure  or  defect,  the 
manufacturer  of  such  product  shall  (1)  without  charge,  bring  such 
product  into  conformity  with  such  standard  or  remedy  such  defect 
and  provide  reimbursement  for  any  expenses  for  transportation  of 
such  product  incurred  in  connection  with  having  such  product 
brought  into  conformity  or  having  such  defect  remedied,  (2)  replace 
such  product  with  a  like  or  equivalent  product  which  complies  with 
each  applicable  standard  prescribed  under  this  subchapter  and 
which  has  no  defect  relating  to  the  safety  of  its  use,  or  (3)  make  a 
refund  of  the  cost  of  such  product.  The  manufacturer  shall  take  the 
action  required  by  this  subsection  in  such  manner,  and  with  re- 
spect to  such  persons,  as  the  Secretary  by  regulations  shall  pre- 
scribe. 

(g)  This  section  shall  not  apply  to  any  electronic  product  that  was 
manufactured  before  the  date  of  the  enactment  of  this  subchapter. 

IMPORTS 

Sec.  536.  [360mm]  (a)  Any  electronic  product  offered  for  impor- 
tation into  the  United  States  which  fails  to  comply  with  an  applica- 
ble standard  prescribed  under  this  subchapter,  or  to  which  is  not 
affixed  a  certification  in  the  form  of  a  label  or  tag  in  conformity 
with  section  534(h)  shall  be  refused  admission  into  the  United 
States.  The  Secretary  of  the  Treasury  shall  deliver  to  the  Secretary 
of  Health,  Education,  and  Welfare,  upon  the  latter's  request,  sam- 
ples of  electronic  products  which  are  being  imported  or  offered  for 
import  into  the  United  States,  giving  notice  thereof  to  the  owner  or 
consignee,  who  may  have  a  hearing  before  the  Secretary  of  Health, 
Education,  and  Welfare.  If  it  appears  from  an  examination  of  such 
samples  or  otherwise  that  any  electronic  product  fails  to  comply 
with  applicable  standards  prescribed  pursuant  to  section  534,  then, 
unless  subsection  (b)  of  this  section  applies  and  is  complied  with,  (1) 
such  electronic  product  shall  be  refused  admission,  and  (2)  the  Sec- 
retary of  the  Treasury  shall  cause  the  destruction  of  such  electron- 
ic product  unless  such  article  is  exported,  under  regulations  pre- 
scribed by  the  Secretary  of  the  Treasury,  within  90  days  after  the 
date  of  notice  of  refusal  of  admission  or  within  such  additional 
time  as  may  be  permitted  by  such  regulations. 

(b)  If  it  appears  to  the  Secretary  of  Health,  Education,  and  Wel- 
fare that  any  electronic  product  refused  admission  pursuant  to  sub- 
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section  (a)  of  this  section  can  be  brought  into  compliance  with  ap- 
plicable standards  prescribed  pursuant  to  section  534,  final  deter- 
mination as  to  admission  of  such  electronic  product  may  be  de- 
ferred upon  filing  of  timely  written  application  by  the  owner  or 
consignee  and  the  execution  by  him  of  a  good  and  sufficient  bond 
providing  for  the  payment  of  such  liquidated  damages  in  the  event 
of  default  as  the  Secretary  of  Health,  Education,  and  Welfare  may 
by  regulation  prescribe.  If  such  application  is  filed  and  such  bond  is 
executed  the  Secretary  of  Health,  Education,  and  Welfare  may,  in 
accordance  with  rules  prescribed  by  him,  permit  the  applicant  to 
perform  such  operations  with  respect  to  such  electronic  product  as 
may  be  specified  in  the  notice  of  permission. 

(c)  All  expenses  (including  travel,  per  diem  or  subsistence,  and 
salaries  of  officers  or  employees  of  the  United  States)  in  connection 
with  the  destruction  provided  for  in  subsection  (a)  of  this  section 
and  the  supervision  of  operations  provided  for  in  subsection  (b)  of 
this  section,  and  all  expenses  in  connection  with  the  storage,  cart- 
age, or  labor  with  respect  to  any  electronic  product  refused  admis- 
sion pursuant  to  subsection  (a)  of  this  section,  shall  be  paid  by  the 
owner  or  consignee,  and,  in  event  of  default,  shall  constitute  a  lien 
against  any  future  importations  made  by  such  owner  or  consignee. 

(d)  It  shall  be  the  duty  of  every  manufacturer  offering  an  elec- 
tronic product  for  importation  into  the  United  States  to  designate 
in  writing  an  agent  upon  whom  service  of  all  administrative  and 
judicial  processes,  notices,  orders,  decisions,  and  requirements  may 
be  made  for  and  on  behalf  of  said  manufacturer,  and  to  file  such 
designation  with  the  Secretary,  which  designation  may  from  time 
to  time  be  changed  by  like  writing,  similarly  filed.  Service  of  all 
administrative  and  judicial  processes,  notices,  orders,  decisions,  and 
requirements  may  be  made  upon  said  manufacturer  by  service 
upon  such  designated  agent  at  his  office  or  usual  place  of  residence 
with  like  effect  as  if  made  personally  upon  said  manufacturer,  and 
in  default  of  such  designation  of  such  agent,  service  of  process, 
notice,  order,  requirement,  or  decision  in  any  proceeding  before  the 
Secretary  or  in  any  judicial  proceeding  for  enforcement  of  this  sub- 
chapter or  any  standards  prescribed  pursuant  to  this  subchapter 
may  be  made  by  posting  such  process,  notice,  order,  requirement, 
or  decision  in  the  Office  of  the  Secretary  or  in  a  place  designated 
by  him  by  regulation. 

INSPECTION  AND  REPORTS 

Sec.  537.  [360nn]  (a)  If  the  Secretary  finds  for  good  cause  that 
the  methods,  tests,  or  programs  related  to  electronic  product  radi- 
ation safety  in  a  particular  factory,  warehouse,  or  establishment  in 
which  electronic  products  are  manufactured  or  held,  may  not  be 
adequate  or  reliable,  officers  or  employees  duly  designated  by  the 
Secretary,  upon  presenting  appropriate  credentials  and  a  written 
notice  to  the  owner,  operator,  or  agent  in  charge,  are  thereafter  au- 
thorized (1)  to  enter,  at  reasonable  times,  any  area  in  such  factory, 
warehouse,  or  establishment  in  which  the  manufacturer's  tests  (or 
testing  programs)  required  by  section  534(h)  are  carried  out,  and  (2) 
to  inspect,  at  reasonable  times  and  within  reasonable  limits  and  in 
a  reasonable  manner,  the  facilities  and  procedures  within  such 
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area  which  are  related  to  electronic  product  radiation  safety.  Each 
such  inspection  shall  be  commenced  and  completed  with  reasonable 
promptness.  In  addition  to  other  grounds  upon  which  good  cause 
may  be  found  for  purposes  of  this  subsection,  good  cause  will  be 
considered  to  exist  in  any  case  where  the  manufacturer  has  intro- 
duced into  commerce  any  electronic  product  which  does  not  comply 
with  an  applicable  standard  prescribed  under  this  subchapter  and 
with  respect  to  which  no  exemption  from  the  notification  require- 
ments has  been  granted  by  the  Secretary  under  section  535(a)(2)  or 
535(e). 

(b)  Every  manufacturer  of  electronic  products  shall  establish  and 
maintain  such  records  (including  testing  records),  make  such  re- 
ports, and  provide  such  information,  as  the  Secretary  may  reason- 
ably require  to  enable  him  to  determine  whether  such  manufactur- 
er has  acted  or  is  acting  in  compliance  with  this  subchapter  and 
standards  prescribed  pursuant  to  this  subchapter  and  shall,  upon 
request  of  an  officer  or  employee  duly  designated  by  the  Secretary, 
permit  such  officer  or  employee  to  inspect  appropriate  books, 
papers,  records,  and  documents  relevant  to  determining  whether 
such  manufacturer  has  acted  or  is  acting  in  compliance  with  stand- 
ards prescribed  pursuant  to  this  subchapter. 

(c)  Every  manufacturer  of  electronic  products  shall  provide  to  the 
Secretary  such  performance  data  and  other  technical  data  related 
to  safety  as  may  be  required  to  carry  out  the  purposes  of  this  sub- 
chapter. The  Secretary  is  authorized  to  require  the  manufacturer 
to  give  such  notification  of  such  performance  and  technical  data  at 
the  time  of  original  purchase  to  the  ultimate  purchaser  of  the  elec- 
tronic product,  as  he  determines  necessary  to  carry  out  the  pur- 
poses of  this  subchapter  after  consulting  with  the  affected  industry. 

(d)  Accident  and  investigation  reports  made  under  this  subchap- 
ter by  any  officer,  employee,  or  agent  of  the  Secretary  shall  be 
available  for  use  in  any  civil,  criminal,  or  other  judicial  proceeding 
arising  out  of  such  accident.  Any  such  officer,  employee,  or  agent 
may  be  required  to  testify  in  such  proceedings  as  to  the  fact  devel- 
oped in  such  investigations.  Any  such  report  shall  be  made  avail- 
able to  the  public  in  a  manner  which  need  not  identify  individuals. 
All  reports  on  research  projects,  demonstration  projects,  and  other 
related  activities  shall  be  public  information. 

(e)  The  Secretary  or  his  representative  shall  not  disclose  any  in- 
formation reported  to  or  otherwise  obtained  by  him,  pursuant  to 
subsection  (a)  or  (b)  of  this  section,  which  concerns  any  information 
which  contains  or  relates  to  a  trade  secret  or  other  matter  referred 
to  in  section  1905  of  title  18  of  the  United  States  Code,  except  that 
such  information  may  be  disclosed  to  other  officers  or  employees  of 
the  Department  and  of  other  agencies  concerned  with  carrying  out 
this  subchapter  or  when  relevant  in  any  proceeding  under  this  sub- 
chapter. Nothing  in  this  section  shall  authorize  the  withholding  of 
information  by  the  Secretary,  or  by  any  officers  or  employees 
under  his  control,  from  the  duly  authorized  committees  of  the  Con- 
gress. 

(f)  The  Secretary  may  by  regulation  (1)  require  dealers  and  dis- 
tributors of  electronic  products,  to  which  there  are  applicable 
standards  prescribed  under  this  subchapter  and  the  retail  prices  of 
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which  is  not  less  than  $50,  to  furnish  manufacturers  of  such  prod- 
ucts such  information  as  may  be  necessary  to  identify  and  locate, 
for  purposes  of  section  535,  the  first  purchasers  of  such  products  for 
purposes  other  than  resale,  and  (2)  require  manufacturers  to  pre- 
serve such  information.  Any  regulation  establishing  a  requirement 
pursuant  to  clause  (1)  of  the  preceding  sentence  shall  (A)  authorize 
such  dealers  and  distributors  to  elect,  in  lieu  of  immediately  fur- 
nishing such  information  to  the  manufacturer,  to  hold  and  pre- 
serve such  information  until  advised  by  the  manufacturer  or  Secre- 
tary that  such  information  is  needed  by  the  manufacturer  for  pur- 
poses of  section  535,  and  (B)  provide  that  the  dealer  or  distributor 
shall,  upon  making  such  election,  give  prompt  notice  of  such  elec- 
tion (together  with  information  identifying  the  notifier  and  the 
product)  to  the  manufacturer  and  shall,  when  advised  by  the  man- 
ufacturer or  Secretary,  of  the  need  therefor  for  the  purposes  of  sec- 
tion 535,  immediately  furnish  the  manufacturer  with  the  required 
information.  If  a  dealer  or  distributor  discontinues  the  dealing  in 
or  distribution  of  electronic  products,  he  shall  turn  the  information 
over  to  the  manufacturer.  Any  manufacturer  receiving  information 
pursuant  to  this  subsection  concerning  first  purchasers  of  products 
for  purposes  other  than  resale  shall  treat  it  as  confidential  and 
may  use  it  only  if  necessary  for  the  purpose  of  notifying  persons 
pursuant  to  section  535(a). 

PROHIBITED  ACTS 

Sec.  538.  [360oo]  (a)  It  shall  be  unlawful— 

(1)  for  any  manufacturer  to  introduce,  or  to  deliver  for  intro- 
duction, into  commerce,  or  to  import  into  the  United  States, 
any  electronic  product  which  does  not  comply  with  an  applica- 
ble standard  prescribed  pursuant  to  section  534; 

(2)  for  any  person  to  fail  to  furnish  any  notification  or  other 
material  or  information  required  by  section  535  or  537;  or  to 
fail  to  comply  with  the  requirements  of  section  535(f); 

(3)  for  any  person  to  fail  or  to  refuse  to  establish  or  maintain 
records  required  by  this  subchapter  or  to  permit  access  by  the 
Secretary  or  any  of  his  duly  authorized  representatives  to,  or 
the  copying  of,  such  records,  or  to  permit  entry  or  inspection, 
as  required  by  or  pursuant  to  section  537; 

(4)  for  any  person  to  fail  or  to  refuse  to  make  any  report  re- 
quired pursuant  to  section  537(b)  or  to  furnish  or  preserve  any 
information  required  pursuant  to  section  537(f);  or 

(5)  for  any  person  (A)  to  fail  to  issue  a  certification  as  re- 
quired by  section  534(h),  or  (B)  to  issue  such  a  certification 
when  such  certification  is  not  based  upon  a  test  or  testing  pro- 
gram meeting  the  requirements  of  section  534(h)  or  when  the 
issuer,  in  the  exercise  of  due  care,  would  have  reason  to  know 
that  such  certification  is  false  or  misleading  in  a  material  re- 
spect. 

(b)  The  Secretary  may  exempt  any  electronic  product,  or  class 
thereof,  from  all  or  part  of  subsection  (a),  upon  such  conditions  as 
he  may  find  necessary  to  protect  the  public  health  or  welfare,  for 
the  purpose  of  research,  investigations,  studies,  demonstrations,  or 
training,  or  for  reasons  of  national  security. 
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ENFORCEMENT 

Sec.  539.  [360pp]  (a)  The  district  courts  of  the  United  States 
shall  have  jurisdiction,  for  cause  shown,  to  restrain  violations  of 
section  538  and  to  restrain  dealers  and  distributors  of  electronic 
products  from  selling  or  otherwise  disposing  of  electronic  products 
which  do  not  conform  to  an  applicable  standard  prescribed  pursu- 
ant to  section  534  except  when  such  products  are  disposed  of  by  re- 
turning them  to  the  distributor  or  manufacturer  from  whom  they 
were  obtained.  The  district  courts  of  the  United  States  shall  also 
have  jurisdiction  in  accordance  with  section  1355  of  title  28  of  the 
United  States  Code  to  enforce  the  provisions  of  subsection  (b)  of 
this  section. 

(b)  (1)  Any  person  who  violates  section  538  shall  be  subject  to  a 
civil  penalty  of  not  more  than  $1,000.  For  purposes  of  this  subsec- 
tion, any  such  violation  shall  with  respect  to  each  electronic  prod- 
uct involved,  or  with  respect  to  each  act  or  omission  made  unlawful 
by  section  538,  constitute  a  separate  violation,  except  that  the  max- 
imum civil  penalty  imposed  on  any  person  under  this  subsection 
for  any  related  series  of  violations  shall  not  exceed  $300,000. 

(2)  Any  such  civil  penalty  may  on  application  be  remitted  or 
mitigated  by  the  Secretary.  In  determining  the  amount  of  such 
penalty,  or  whether  it  should  be  remitted  or  mitigated  and  in  what 
amount,  the  appropriateness  of  such  penalty  to  the  size  of  the  busi- 
ness of  the  person  charged  and  the  gravity  of  the  violation  shall  be 
considered.  The  amount  of  such  penalty,  when  finally  determined, 
may  be  deducted  from  any  sums  owing  by  the  United  States  to  the 
person  charged. 

(c)  Actions  under  subsections  (a)  and  (b)  of  this  section  may  be 
brought  in  the  district  court  of  the  United  States  for  the  district 
wherein  any  act  or  omission  or  transaction  constituting  the  viola- 
tion occurred,  or  in  such  court  for  the  district  where  the  defendant 
is  found  or  transacts  business,  and  process  in  such  cases  may  be 
served  in  any  other  district  of  which  the  defendant  is  an  inhabitant 
or  wherever  the  defendant  may  be  found. 

(d)  Nothing  in  this  subchapter  shall  be  construed  as  requiring 
the  Secretary  to  report  for  the  institution  of  proceedings  minor  vio- 
lations of  this  subchapter  whenever  he  believes  that  the  public  in- 
terest will  be  adequately  served  by  a  suitable  written  notice  or 
warning. 

(e)  Except  as  provided  in  the  first  sentence  of  section  542,  compli- 
ance with  this  subchapter  or  any  regulations  issued  thereunder 
shall  not  relieve  any  person  from  liability  at  common  law  or  under 
statutory  law. 

(f)  The  remedies  provided  for  in  this  subchapter  shall  be  in  addi- 
tion to  and  not  in  substitution  for  any  other  remedies  provided  by 
law. 

ANNUAL  REPORT 

Sec.  540.  [360qq]  (a)  The  Secretary  shall  prepare  and  submit  to 
the  President  for  transmittal  to  the  Congress  on  or  before  April  1 
of  each  year  a  comprehensive  report  on  the  administration  of  this 
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subchapter  for  the  preceding  calendar  year.  Such  report  shall  in- 
clude— 

(1)  a  thorough  appraisal  (including  statistical  analyses,  esti- 
mates, and  long-term  projections)  of  the  incidence  of  biological 
injury  and  effects,  including  genetic  effects,  to  the  population 
resulting  from  exposure  to  electronic  product  radiation,  with  a 
breakdown,  insofar  as  practicable,  among  the  various  sources 
of  such  radiation; 

(2)  a  list  of  Federal  electronic  product  radiation  control 
standards  prescribed  or  in  effect  in  such  year,  with  identifica- 
tion of  standards  newly  prescribed  during  such  year; 

(3)  an  evaluation  of  the  degree  of  observance  of  applicable 
standards,  including  a  list  of  enforcement  actions,  court  deci- 
sions, and  compromises  of  alleged  violations  by  location  and 
company  name; 

(4)  a  summary  of  outstanding  problems  confronting  the  ad- 
ministration of  this  subchapter  in  order  of  priority; 

(5)  an  analysis  and  evaluation  of  research  activities  complet- 
ed as  a  result  of  Government  and  private  sponsorship,  and 
technological  progress  for  safety  achieved  during  such  year; 

(6)  a  list,  with  a  brief  statement  of  the  issues,  of  completed  or 
pending  judicial  actions  under  this  subchapter; 

(7)  the  extent  to  which  technical  information  was  disseminat- 
ed to  the  scientific,  commercial,  and  labor  community  and  con- 
sumer-oriented information  was  made  available  to  the  public; 
and 

(8)  the  extent  of  cooperation  between  Government  officials 
and  representatives  of  industry  and  other  interested  parties  in 
the  implementation  of  this  subchapter  including  a  log  or  sum- 
mary of  meetings  held  between  Government  officials  and  rep- 
resentatives of  industry  and  other  interested  parties. 

(b)  The  report  required  by  subsection  (a)  shall  contain  such  rec- 
ommendations for  additional  legislation  as  the  Secretary  deems 
necessary  to  promote  cooperation  among  the  several  States  in  the 
improvement  of  electronic  product  radiation  control  and  to 
strengthen  the  national  electronic  product  radiation  control  pro- 
gram. 

FEDERAL-STATE  COOPERATION 

Sec.  541.  [360rr]  The  Secretary  is  authorized  (1)  to  accept  from 
State  and  local  authorities  engaged  in  activities  related  to  health 
or  safety  or  consumer  protection,  on  a  reimbursable  basis  or  other- 
wise, any  assistance  in  the  administration  and  enforcement  of  this 
subchapter  which  he  may  request  and  which  they  may  be  able  and 
willing  to  provide  and,  if  so  agreed,  may  pay  in  advance  or  other- 
wise for  the  reasonable  cost  of  such  assistance,  and  (2)  he  may,  for 
the  purpose  of  conducting  examinations,  investigations,  and  inspec- 
tions, commission  any  officer  or  employee  of  any  such  authority  as 
an  officer  of  the  Department. 

EFFECT  ON  STATE  STANDARDS 

Sec.  542.  [360ss]  Whenever  any  standard  prescribed  pursuant 
to  section  534  with  respect  to  an  aspect  of  performance  of  an  elec- 
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tronic  product  is  in  effect,  no  State  or  political  subdivision  of  a 
State  shall  have  any  authority  either  to  establish,  or  to  continue  in 
effect,  any  standard  which  is  applicable  to  the  same  aspect  of  per- 
formance of  such  product  and  which  is  not  identical  to  the  Federal 
standard.  Nothing  in  this  subchapter  shall  be  construed  to  prevent 
the  Federal  Government  or  the  government  of  any  State  or  politi- 
cal subdivision  thereof  from  establishing  a  requirement  with  re- 
spect to  emission  of  radiation  from  electronic  products  procured  for 
its  own  use  if  such  requirement  imposes  a  more  restrictive  stand- 
ard than  that  required  to  comply  with  the  otherwise  applicable 
Federal  standard. 

CHAPTER  VI— COSMETICS 

ADULTERATED  COSMETICS 

Sec.  601.  [361 J  A  cosmetic  shall  be  deemed  to  be  adulterated — 

(a)  If  it  bears  or  contains  any  poisonous  or  deleterious  substance 
which  may  render  it  injurious  to  users  under  the  conditions  of  use 
prescribed  in  the  labeling  thereof,  or,  under  such  conditions  of  use 
as  are  customary  or  usual:  Provided,  That  this  provision  shall  not 
apply  to  coal-tar  hair  dye,  the  label  of  which  bears  the  following 
legend  conspicuously  displayed  thereon:  "Caution — This  product 
contains  ingredients  which  may  cause  skin  irritation  on  certain  in- 
dividuals and  a  preliminary  test  according  to  accompanying  direc- 
tions should  first  be  made.  This  product  must  not  be  used  for 
dyeing  the  eyelashes  or  eyebrows;  to  do  so  may  cause  blindness.", 
and  the  labeling  of  which  bears  adequate  directions  for  such  pre- 
liminary testing.  For  the  purposes  of  this  paragraph  and  paragraph 
(e)  the  term  "hair  dye"  shall  not  include  eyelash  dyes  or  eyebrow 
dyes. 

(b)  If  it  consists  in  whole  or  in  part  of  any  filthy,  putrid,  or  de- 
composed substance. 

(c)  If  it  has  been  prepared,  packed,  or  held  under  insanitary  con- 
ditions whereby  it  may  have  become  contaminated  with  filth,  or 
whereby  it  may  have  been  rendered  injurious  to  health. 

(d)  If  its  container  is  composed,  in  whole  or  in  part,  of  any  poi- 
sonous or  deleterious  substance  which  may  render  the  contents  in- 
jurious to  health. 

(e)  If  it  is  not  a  hair  dye  and  it  is,  or  it  bears  or  contains,  a  color 
additive  which  is  unsafe  within  the  meaning  of  section  706(a). 

MISBRANDED  COSMETICS 

Sec.  602.  [362]  A  cosmetic  shall  be  deemed  to  be  misbranded — 

(a)  If  its  labeling  is  false  or  misleading  in  any  particular. 

(b)  If  in  package  form  unless  it  bears  a  label  containing  (1)  the 
name  and  place  of  business  of  the  manufacturer,  packer,  or  distrib- 
utor; and  (2)  an  accurate  statement  of  the  quantity  of  the  contents 
in  terms  of  weight,  measure,  or  numerical  count:  Provided,  That 
under  clause  (2)  of  this  paragraph  reasonable  variations  shall  be 
permitted,  and  exemptions  as  to  small  packages  shall  be  estab- 
lished, by  regulations  prescribed  by  the  Secretary. 

(c)  If  any  word,  statement,  or  other  information  required  by  or 
under  authority  of  this  Act  to  appear  on  the  label  or  labeling  is  not 
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prominently  placed  thereon  with  such  conspicuousness  (as  com- 
pared with  other  words,  statements,  designs,  or  devices  in  the  label- 
ing) and  in  such  terms  as  to  render  it  likely  to  be  read  and  under- 
stood by  the  ordinary  individual  under  customary  conditions  of 
purchase  and  use. 

(d)  If  its  container  is  so  made,  formed,  or  filled  as  to  be  mislead- 
ing. 

(e)  If  it  is  a  color  additive,  unless  its  packaging  and  labeling  are 
in  conformity  with  such  packaging  and  labeling  requirements,  ap- 
plicable to  such  color  additive,  as  may  be  contained  in  regulations 
issued  under  section  706.  This  paragraph  shall  not  apply  to  pack- 
ages of  color  additives  which,  with  respect  to  their  use  for  cosmet- 
ics, are  marketed  and  intended  for  use  only  in  or  on  hair  dyes  (as 
defined  in  the  last  sentence  of  section  601(a)). 

(f)  If  its  packaging  or  labeling  is  in  violation  of  an  applicable  reg- 
ulation issued  pursuant  to  section  3  or  4  of  the  Poison  Prevention 
Packaging  Act  of  1970. 

REGULATIONS  MAKING  EXEMPTIONS 

Sec.  603.  [363]  The  Secretary  shall  promulgate  regulations  ex- 
empting from  any  labeling  requirement  of  this  Act  cosmetics  which 
are,  in  accordance  with  the  practice  of  the  trade,  to  be  processed, 
labeled,  or  repacked  in  substantial  quantities  at  establishments 
other  than  those  where  originally  processed  or  packed,  on  condition 
that  such  cosmetics  are  not  adulterated  or  misbranded  under  the 
provisions  of  this  Act  upon  removal  from  such  processing,  labeling, 
or  repacking  establishment. 

CHAPTER  VII— GENERAL  ADMINISTRATIVE  PROVISIONS 

REGULATIONS  AND  HEARINGS 

Sec.  701.  [371]  (a)  The  authority  to  promulgate  regulations  for 
the  efficient  enforcement  of  this  Act,  except  as  otherwise  provided 
in  this  section,  is  hereby  vested  in  the  Secretary. 

(b)  The  Secretary  of  the  Treasury  and  the  Secretary  of  Health, 
Education,  and  Welfare  shall  jointly  prescribe  regulations  for  the 
efficient  enforcement  of  the  provisions  of  section  801,  except  as  oth- 
erwise provided  therein.  Such  regulations  shall  be  promulgated  in 
such  manner  and  take  effect  at  such  time,  after  due  notice,  as  the 
Secretary  of  Health,  Education,  and  Welfare  shall  determine. 

(c)  Hearings  authorized  or  required  by  this  Act  shall  be  conduct- 
ed by  the  Secretary  or  such  officer  or  employee  as  he  may  desig- 
nate for  the  purpose. 

(d)  The  definitions  and  standards  of  identity  promulgated  in  ac- 
cordance with  the  provisions  of  this  Act  shall  be  effective  for  the 
purposes  of  the  enforcement  of  this  Act,  notwithstanding  such  defi- 
nitions and  standards  as  may  be  contained  in  other  laws  of  the 
United  States  and  regulations  promulgated  thereunder. 

(e)  (1)  Any  action  for  the  issuance,  amendment,  or  repeal  of  any 
regulation  under  section  403(j),  404(a),  406,  501(b),  or  502  (d)  or  (h) 
of  this  Act,  and  any  action  for  the  amendment  or  repeal  of  any  def- 
inition and  standard  of  identity  under  section  401  of  this  Act  for 
any  dairy  product  (including  products  regulated  under  parts  131, 
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133  and  135  of  title  21,  Code  of  Federal  Regulations)  or  maple  sirup 
(regulated  under  section  168.140  of  title  21,  Code  of  Federal  Regula- 
tions). 1  shall  be  begun  by  a  proposal  made  (A)  by  the  Secretary  on 
his  own  initiative,  or  (B)  by  petition  of  any  interested  persons, 
showing  reasonable  grounds  therefor,  filed  with  the  Secretary.  The 
Secretary  shall  publish  such  proposal  and  shall  afford  all  interest- 
ed persons  an  opportunity  to  present  their  views  thereon,  orally  or 
in  writing.  As  soon  as  practicable  thereafter,  the  Secretary  shall  by 
order  act  upon  such  proposal  and  shall  make  such  order  public. 
Except  as  provided  in  paragraph  (2),  the  order  shall  become  effec- 
tive at  such  time  as  may  be  specified  therein,  but  not  prior  to  the 
day  following  the  last  day  on  which  objections  may  be  filed  under 
such  paragraph. 

(2)  On  or  before  the  thirtieth  day  after  the  date  on  which  an 
order  entered  under  paragraph  (1)  is  made  public,  any  person  who 
will  be  adversely  affected  by  such  order  if  placed  in  effect  may  file 
objections  thereto  with  the  Secretary,  specifying  with  particularity 
the  provisions  of  the  order  deemed  objectionable,  stating  the 
grounds  therefor,  and  requesting  a  public  hearing  upon  such  objec- 
tions. Until  final  action  upon  such  objections  is  taken  by  the  Secre- 
tary under  paragraph  (3),  the  filing  of  such  objections  shall  operate 
to  stay  the  effectiveness  of  those  provisions  of  the  order  to  which 
the  objections  are  made.  As  soon  as  practicable  after  the  time  for 
filing  objections  has  expired  the  Secretary  shall  publish  a  notice  in 
the  Federal  Register  specifying  those  parts  of  the  order  which  have 
been  stayed  by  the  filing  of  objections  and,  if  no  objections  have 
been  filed,  stating  that  fact. 

(3)  As  soon  as  practicable  after  such  request  for  a  public  hearing, 
the  Secretary,  after  due  notice,  shall  hold  such  a  public  hearing  for 
the  purpose  of  receiving  evidence  relevant  and  material  to  the 
issues  raised  by  such  objections.  At  the  hearing,  any  interested 
person  may  be  heard  in  person  or  by  representative.  As  soon  as 
practicable  after  completion  of  the  hearing,  the  Secretary  shall  by 
order  act  upon  such  objections  and  make  such  order  public.  Such 
order  shall  be  based  only  on  substantial  evidence  of  record  at  such 
hearing  and  shall  set  forth,  as  part  of  the  order,  detailed  findings 
of  fact  on  which  the  order  is  based.  The  Secretary  shall  specify  in 
the  order  the  date  on  which  it  shall  take  effect,  except  that  it  shall 
not  be  made  to  take  effect  prior  to  the  ninetieth  day  after  its  publi- 
cation unless  the  Secretary  finds  that  emergency  conditions  exist 
necessitating  an  earlier  effective  date,  in  which  event  the  Secretary 
shall  specify  in  the  order  his  findings  as  to  such  conditions. 

(f)(1)  In  a  case  of  actual  controversy  as  to  the  validity  of  any 
order  under  subsection  (e),  any  person  who  will  be  adversely  affect- 
ed by  such  order  if  placed  in  effect  may  at  any  time  prior  to  the 
ninetieth  day  after  such  order  is  issued  file  a  petition  with  the  Cir- 
cuit Court  of  Appeals  of  the  United  States  for  the  circuit  wherein 
such  person  resides  or  has  his  principal  place  of  business,  for  a  ju- 
dicial review  of  such  order.  A  copy  of  the  petition  shall  be  forth- 
with transmitted  by  the  clerk  of  the  court  to  the  Secretary  or  other 
officer  designated  by  him  for  that  purpose.  The  Secretary  there- 
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upon  shall  file  in  the  court  the  record  of  the  proceedings  on  which 
the  Secretary  based  his  order,  as  provided  in  section  2112  of  title 
28,  United  States  Code. 

(2)  If  the  petitioner  applies  to  the  court  for  leave  to  adduce  addi- 
tional evidence,  and  shows  to  the  satisfaction  of  the  court  that  such 
additional  evidence  is  material  and  that  there  were  reasonable 
grounds  for  the  failure  to  adduce  such  evidence  in  the  proceeding 
before  the  Secretary  the  court  may  order  such  additional  evidence 
(and  evidence  in  rebuttal  thereof)  to  be  taken  before  the  Secretary, 
and  to  be  adduced  upon  the  hearing,  in  such  manner  and  upon 
such  terms  and  conditions  as  to  the  court  may  seem  proper.  The 
Secretary  may  modify  his  findings  as  to  the  facts,  or  make  new 
findings,  by  reason  of  the  additional  evidence,  so  taken,  and  he 
shall  file  such  modified  or  new  findings,  and  his  recommendation, 
if  any,  for  the  modification  or  setting  aside  of  his  original  order, 
with  the  return  of  such  additional  evidence. 

(3)  Upon  the  filing  of  the  petition  referred  to  in  paragraph  (1)  of 
this  subsection,  the  court  shall  have  jurisdiction  to  affirm  the 
order,  or  to  set  it  aside  in  whole  or  in  part,  temporarily  or  perma- 
nently. If  the  order  of  the  Secretary  refuses  to  issue,  amend,  or 
repeal  a  regulation  and  such  order  is  not  in  accordance  with  law 
the  court  shall  by  its  judgment  order  the  Secretary  to  take  action 
with  respect  to  such  regulation,  in  accordance  with  law.  The  find- 
ings of  the  Secretary  as  to  the  facts,  if  supported  by  substantial  evi- 
dence, shall  be  conclusive. 

(4)  The  judgment  of  the  court  affirming  or  setting  aside,  in  whole 
or  in  part,  any  such  order  of  the  Secretary  shall  be  final,  subject  to 
review  by  the  Supreme  Court  of  the  United  States  upon  certiorari 
or  certification  as  provided  in  sections  239  and  240  of  the  Judicial 
Code,  as  amended  [now  covered  by  28  U.S.C.  1254] . 

(5)  Any  action  instituted  under  this  subsection  shall  survive  not- 
withstanding any  change  in  the  person  occupying  the  office  of  Sec- 
retary or  any  vacancy  in  such  office. 

(6)  The  remedies  provided  for  in  this  subsection  shall  be  in  addi- 
tion to  and  not  in  substitution  for  any  other  remedies  provided  by 
law. 

(g)  A  certified  copy  of  the  transcript  of  the  record  and  proceed- 
ings under  subsection  (e)  shall  be  furnished  by  the  Secretary  to  any 
interested  party  at  his  request,  and  payment  of  the  costs  thereof, 
and  shall  be  admissible  in  any  criminal  libel  for  condemnation,  ex- 
clusion of  imports,  or  other  proceeding  arising  under  or  in  respect 
of  this  Act,  irrespective  of  whether  proceedings  with  respect  to  the 
order  have  previously  been  instituted  or  become  final  under  subsec- 
tion (f). 

EXAMINATIONS  AND  INVESTIGATIONS 

Sec.  702.  [372]  (a)  The  Secretary  is  authorized  to  conduct  ex- 
aminations and  investigations  for  the  purposes  of  this  Act  through 
officers  and  employees  of  the  Department  or  through  any  health, 
food,  or  drug  officer  or  employee  of  any  State,  Territory,  or  politi- 
cal subdivision  thereof,  duly  commissioned  by  the  Secretary  as  an 
officer  of  the  Department.  In  the  case  of  food  packed  in  the  Com- 
monwealth of  Puerto  Rico  or  a  Territory  the  Secretary  shall  at- 
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tempt  to  make  inspection  of  such  food  at  the  first  point  of  entry 
within  the  United  States,  when  in  his  opinion  and  with  due  regard 
to  the  enforcement  of  all  the  provisions  of  this  Act,  the  facilities  at 
his  disposal  will  permit  of  such  inspection.  For  the  purposes  of  this 
subsection  the  term  *  'United  States"  means  the  States  and  the  Dis- 
trict of  Columbia. 

(b)  Where  a  sample  of  a  food,  drug,  or  cosmetic  is  collected  for 
analysis  under  this  Act  the  Secretary  shall,  upon  request,  provide  a 
part  of  such  official  sample  for  examination  or  analysis  by  any 
person  named  on  the  label  of  the  article,  or  the  owner  thereof,  or 
his  attorney  or  agent;  except  that  the  Secretary  is  authorized,  by 
regulations,  to  make  such  reasonable  exceptions  from,  and  impose 
such  reasonable  terms  and  conditions  relating  to,  the  operation  of 
this  subsection  as  he  finds  necessary  for  the  proper  administration 
of  the  provisions  of  this  Act. 

(c)  For  purposes  of  enforcement  of  this  Act,  records  of  any  de- 
partment or  independent  establishment  in  the  executive  branch  of 
the  Government  shall  be  open  to  inspection  by  any  official  of  the 
Department  of  Health,  Education,  and  Welfare  duly  authorized  by 
the  Secretary  to  make  such  inspection. 

(d)  The  Secretary  is  authorized  and  directed,  upon  request  from 
the  Commissioner  of  Patents,  to  furnish  full  and  complete  informa- 
tion with  respect  to  such  questions  relating  to  drugs  as  the  Com- 
missioner may  submit  concerning  any  patent  application.  The  Sec- 
retary is  further  authorized,  upon  receipt  of  any  such  request,  to 
conduct  or  cause  to  be  conducted,  such  research  as  may  be  re- 
quired. 

(e)  Any  officer  or  employee  of  the  Department  designated  by  the 
Secretary  to  conduct  examinations,  investigations,  or  inspections 
under  this  Act  relating  to  counterfeit  drugs  may,  when  so  author- 
ized by  the  Secretary — 

(1)  carry  firearms; 

(2)  execute  and  serve  search  warrants  and  arrest  warrants; 

(3)  execute  seizure  by  process  issued  pursuant  to  libel  under 
section  304; 

(4)  make  arrests  without  warrant  for  offenses  under  this  Act 
with  respect  to  such  drugs  if  the  offense  is  committed  in  his 
presence  or,  in  the  case  of  a  felony,  if  he  has  probable  cause  to 
believe  that  the  person  so  arrested  has  committed,  or  is  com- 
mitting, such  offense;  and 

(5)  make,  prior  to  the  institution  of  libel  proceedings  under 
section  304(a)(2),  seizures  of  drugs  or  containers  or  of  equip- 
ment, punches,  dies,  plates,  stones,  labeling,  or  other  things,  if 
they  are,  or  he  has  reasonable  grounds  to  believe  that  they  are, 
subject  to  seizure  and  condemnation  under  such  section 
304(a)(2).  In  the  event  of  seizure  pursuant  to  this  paragraph  (5), 
libel  proceedings  under  section  304(a)(2)  shall  be  instituted 
promptly  and  the  property  seized  be  placed  under  the  jurisdic- 
tion of  the  court. 
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SEAFOOD  INSPECTION 

Sec.  702A.  1  [372a]  The  Secretary  of  Health,  Education,  and 
Welfare,  upon  application  of  any  packer  of  any  seafood  for  ship- 
ment or  sale  within  the  jurisdiction  of  this  Act,  may,  at  his  discre- 
tion, designate  inspectors  to  examine  and  inspect  such  food  and  the 
production,  packing,  and  labeling  thereof.  If  on  such  examination 
and  inspection  compliance  is  found  with  the  provisions  of  this  Act 
and  regulations  promulgated  thereunder,  the  applicant  shall  be  au- 
thorized or  required  to  mark  the  food  as  provided  by  regulation  to 
show  such  compliance.  Services  under  this  section  shall  be  ren- 
dered only  upon  payment  by  the  applicant  of  fees  fixed  by  regula- 
tion in  such  amounts  as  may  be  necessary  to  provide,  equip,  and 
maintain  an  adequate  and  efficient  inspection  service.  Receipts 
from  such  fees  shall  be  covered  into  the  Treasury  and  shall  be 
available  to  the  Secretary  of  Health,  Education,  and  Welfare  for 
expenditures  incurred  in  carrying  out  the  purposes  of  this  section, 
including  expenditures  for  salaries  of  additional  inspectors  when 
necessary  to  supplement  the  number  of  inspectors  for  whose  sala- 
ries Congress  has  appropriated.  The  Secretary  is  hereby  authorized 
to  promulgate  regulations  governing  the  sanitary  and  other  condi- 
tions under  which  the  service  herein  provided  shall  be  granted  and 
maintained  and  for  otherwise  carrying  out  the  purposes  of  this  sec- 
tion. Any  person  who  forges,  counterfeits,  simulates,  or  falsely  rep- 
resents, or  without  proper  authority  uses  any  mark,  stamp,  tag, 
label,  or  other  identification  devices  authorized  or  required  by  the 
provisions  of  this  section  or  regulations  thereunder,  shall  be  guilty 
of  a  misdemeanor,  and  shall  on  conviction  thereof  be  subject  to  im- 
prisonment for  not  more  than  one  year  or  a  fine  of  not  less  than 
$1,000  nor  more  than  $5,000  or  both  such  imprisonment  and  fine. 

RECORDS  OF  INTERSTATE  SHIPMENT 

Sec.  703.  [373J  For  the  purpose  of  enforcing  the  provisions  of 
this  Act,  carriers  engaged  in  interstate  commerce,  and  persons  re- 
ceiving food,  drugs,  devices,  or  cosmetics  in  interstate  commerce  or 
holding  such  articles  so  received,  shall,  upon  the  request  of  an  offi- 
cer or  employee  duly  designated  by  the  Secretary,  permit  such  offi- 
cer or  employee,  at  reasonable  times,  to  have  access  to  and  to  copy 
all  records  showing  the  movement  in  interstate  commerce  of  any 
food,  drug,  device,  or  cosmetic,  or  the  holding  thereof  during  or 
after  such  movement,  and  the  quantity,  shipper,  and  consignee 
thereof;  and  it  shall  be  unlawful  for  any  such  carrier  or  person  to 
fail  to  permit  such  access  to  and  copying  of  any  such  record  so  re- 
quested when  such  request  is  accompanied  by  a  statement  in  writ- 
ing specifying  the  nature  or  kind  of  food,  drug,  device,  or  cosmetic 
to  which  such  request  relates:  Provided,  That  evidence  obtained 
under  this  section,  or  any  evidence  which  is  directly  or  indirectly 
derived  from  such  evidence,  shall  not  be  used  in  a  criminal  pros- 
ecution of  the  person  from  whom  obtained:  Provided  further,  That 
carriers  shall  not  be  subject  to  the  other  provisions  of  this  Act  by 


1  See  the  Revolving  Fund  provision  in  the  Appendix  on  p.  553. 
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reason  of  their  receipt,  carriage,  holding,  or  delivery  of  food,  drugs, 
devices,  or  cosmetics  in  the  usual  course  of  business  as  carriers. 

FACTORY  INSPECTION 

Sec.  704.  [374]  (a)(1)  For  purposes  of  enforcement  of  this  Act, 
officers  or  employees  duly  designated  by  the  Secretary,  upon  pre- 
senting appropriate  credentials  and  a  written  notice  to  the  owner, 
operator,  or  agent  in  charge,  are  authorized  (A)  to  enter,  at  reason- 
able times,  any  factory,  warehouse,  or  establishment  in  which  food 
drugs,  devices,  or  cosmetics  are  manufactured,  processed,  packed, 
or  held,  for  introduction  into  interstate  commerce  or  after  such  in- 
troduction, or  to  enter  any  vehicle,  being  used  to  transport  or  hold 
such  food,  drugs,  devices,  or  cosmetics  in  interstate  commerce;  and 
(B)  to  inspect,  at  reasonable  times  and  within  reasonable  limits  and 
in  a  reasonable  manner,  such  factory,  warehouse,  establishment,  or 
vehicle  and  all  pertinent  equipment,  finished  and  unfinished  mate- 
rials, containers,  and  labeling  therein.  In  the  case  of  any  factory, 
warehouse,  establishment,  or  consulting  laboratory  in  which  pre- 
scription drugs  or  restricted  devices  are  manufactured,  processed, 
packed,  or  held,  inspection  shall  extend  to  all  things  therein  (in- 
cluding records,  files,  papers,  processes,  controls,  and  facilities) 
bearing  on  whether  prescription  drugs  or  restricted  devices  which 
are  adulterated  or  misbranded  within  the  meaning  of  this  Act,  or 
which  may  not  be  manufactured,  introduced  into  interstate  com- 
merce, or  sold,  or  offered  for  sale  by  reason  of  any  provision  of  this 
Act,  have  been  or  are  being  manufactured,  processed,  packed, 
transported,  or  held  in  any  such  place,  or  otherwise  bearing  on  vio- 
lation of  this  Act.  No  inspection  authorized  by  the  preceding  sen- 
tence or  by  paragraph  (3)  shall  extend  to  financial  data,  sales  data 
other  than  shipment  data,  pricing  data,  personnel  data  (other  than 
data  as  to  qualifications  of  technical  and  professional  personnel 
performing  functions  subject  to  this  Act),  and  research  data  (other 
than  data  relating  to  new  drugs,  antibiotic  drugs,  and  devices  and 
subject  to  reporting  and  inspection  under  regulations  lawfully 
issued  pursuant  to  section  505  (i)  or  (j),  section  507  (d)  or  (g),  section 
519,  or  520(g),  and  data  relating  to  other  drugs  or  devices  which  in 
the  case  of  a  new  drug  would  be  subject  to  reporting  or  inspection 
under  lawful  regulations  issued  pursuant  to  section  505(j)).  A  sepa- 
rate notice  shall  be  given  for  each  such  inspection,  but  a  notice 
shall  not  be  required  for  each  entry  made  during  the  period  cov- 
ered by  the  inspection.  Each  such  inspection  shall  be  commenced 
and  completed  with  reasonable  promptness. 

(2)  The  provisions  of  the  second  sentence  of  paragraph  (1)  shall 
not  apply  to — 

(A)  pharmacies  which  maintain  establishments  in  conform- 
ance with  any  applicable  local  laws  regulating  the  practice  of 
pharmacy  and  medicine  and  which  are  regularly  engaged  in 
dispensing  prescription  drugs  or  devices,  upon  prescriptions  of 
practitioners  licensed  to  administer  such  drugs  or  devices  to 
patients  under  the  care  of  such  practitioners  in  the  course  of 
their  professional  practice,  and  which  do  not,  either  through  a 
subsidiary  or  otherwise,  manufacture,  prepare,  propagate,  com- 
pound, or  process  drugs  or  devices  for  sale  other  than  in  the 
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regular  course  of  their  business  of  dispensing  or  selling  drugs 
or  devices  at  retail; 

(B)  practitioners  licensed  by  law  to  prescribe  or  administer 
drugs,  or  prescribe  or  use  devices,  as  the  case  may  be,  and  who 
manufacture,  prepare,  propagate,  compound,  or  process  drugs, 
or  manufacture  or  process  devices  solely  for  use  in  the  course 
of  their  professional  practice; 

(C)  persons  who  manufacture,  prepare,  propagate,  compound, 
or  process  drugs,  or  manufacture  or  process  devices  solely  for 
use  in  research,  teaching,  or  chemical  analysis  and  not  for  sale; 

(D)  such  other  classes  of  persons  as  the  Secretary  may  by 
regulation  exempt  from  the  application  of  this  section  upon  a 
finding  that  inspection  as  applied  to  such  classes  of  persons  in 
accordance  with  this  section  is  not  necessary  for  the  protection 
of  the  public  health. 

(3)  An  officer  or  employee  making  an  inspection  under  paragraph 
(1)  for  purposes  of  enforcing  the  requirements  of  section  412  appli- 
cable to  infant  formulas  shall  be  permitted,  at  all  reasonable  times, 
to  have  access  to  and  to  copy  and  verify  any  records — 

(A)  bearing  on  whether  the  infant  formula  manufactured  or 
)    held  in  the  facility  inspected  meets  the  requirements  of  section 

412,  or 

(B)  required  to  be  maintained  under  section  412. 

(b)  Upon  completion  of  any  such  inspection  of  a  factory,  ware- 
house, consulting  laboratory,  or  other  establishment,  and  prior  to 
leaving  the  premises,  the  officer  or  employee  making  the  inspection 
shall  give  to  the  owner,  operator,  or  agent  in  charge  a  report  in 
writing  setting  forth  any  conditions  or  practices  observed  by  him 
which,  in  his  judgment,  indicate  that  any  food,  drug,  device,  or  cos- 
metic in  such  establishment  (1)  consists  in  whole  or  in  part  of  any 
filthy,  putrid,  or  decomposed  substance,  or  (2)  has  been  prepared, 
packed,  or  held  under  insanitary  conditions  whereby  it  may  have 
become  contaminated  with  filth,  or  whereby  it  may  have  been  ren- 
dered injurious  to  health.  A  copy  of  such  report  shall  be  sent 
promptly  to  the  Secretary. 

(c)  If  the  officer  or  employee  making  any  such  inspection  of  a  fac- 
tory, warehouse,  or  other  establishment  has  obtained  any  sample 
in  the  course  of  the  inspection,  upon  completion  of  the  inspection 
and  prior  to  leaving  the  premises  he  shall  give  to  the  owner,  opera- 
tor, or  agent  in  charge  a  receipt  describing  the  samples  obtained. 

(d)  Whenever  in  the  course  of  any  such  inspection  of  a  factory  or 
other  establishment  where  food  is  manufactured,  processed,  or 
packed,  the  officer  or  employee  making  the  inspection  obtains  a 
sample  of  any  such  food,  and  an  analysis  is  made  of  such  sample 
for  the  purpose  of  ascertaining  whether  such  food  consists  in  whole 
or  in  part  of  any  filthy,  putrid,  or  decomposed  substance,  or  is  oth- 
erwise unfit  for  food,  a  copy  of  the  results  of  such  analysis  shall  be 
furnished  promptly  to  the  owner,  operator,  or  agent  in  charge. 

(e)  Every  person  required  under  section  519  or  520(g)  to  maintain 
records  and  every  person  who  is  in  charge  or  custody  of  such 
records  shall,  upon  request  of  an  officer  or  employee  designated  by 
the  Secretary,  permit  such  officer  or  employee  at  all  reasonable 
times  to  have  access  to,  and  to  copy  and  verify,  such  records. 
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PUBLICITY 

Sec.  705.  [375]  (a)  The  Secretary  shall  cause  to  be  published 
from  time  to  time  reports  summarizing  all  judgments,  decrees,  and 
court  orders  which  have  been  rendered  under  this  Act,  including 
the  nature  of  the  charge  and  the  disposition  thereof. 

(b)  The  Secretary  may  also  cause  to  be  disseminated  information 
regarding  food,  drugs,  devices,  or  cosmetics  in  situations  involving, 
in  the  opinion  of  the  Secretary,  imminent  danger  to  health,  or 
gross  deception  of  the  consumer.  Nothing  in  this  section  shall  be 
construed  to  prohibit  the  Secretary  from  collecting,  reporting,  and 
illustrating  the  results  of  the  investigations  of  the  Department. 

LISTING  AND  CERTIFICATION  OF  COLOR  ADDITIVES  FOR  FOODS,  DRUGS, 

AND  COSMETICS 

When  Color  Additives  Deemed  Unsafe 

Sec.  706.  1  [376]  (a)  A  color  additive  shall,  with  respect  to  any 
particular  use  (for  which  it  is  being  used  or  intended  to  be  used  or 
is  represented  as  suitable)  in  or  on  food  or  drugs  or  devices  or  cos- 
metics be  deemed  unsafe  for  the  purposes  of  the  application  of  sec- 
tion 402(c),  section  501(a)(4),  or  section  601(e),  as  the  case  may  be 
unless — 

(1)  (A)  there  is  in  effect,  and  such  additive  and  such  use  are 
in  conformity  with,  a  regulation  issued  under  subsection  (b)  of 
this  section  listing  such  additive  for  such  use,  including  any 
provision  of  such  regulation  prescribing  the  conditions  under 
which  such  additive  may  be  safely  used,  and  (B)  such  additive 
either  (i)  is  from  a  batch  certified,  in  accordance  with  regula- 
tions issued  pursuant  to  subsection  (c),  for  such  use,  or  (ii)  has, 
with  respect  to  such  use,  been  exempted  by  the  Secretary  from 
the  requirement  of  certification;  or 

(2)  such  additive  and  such  use  thereof  conform  to  the  terms 
of  an  exemption  which  is  in  effect  pursuant  to  subsection  (f)  of 
this  section. 

While  there  are  in  effect  regulations  under  subsections  (b)  and  (c) 
of  this  section  relating  to  a  color  additive  or  an  exemption  pursu- 
ant to  subsection  (f)  with  respect  to  such  additive,  an  article  shall 
not,  by  reason  of  bearing  or  containing  such  additive  in  all  respects 
in  accordance  with  such  regulations  or  such  exemption,  be  consid- 
ered adulterated  within  the  meaning  of  clause  (1)  of  section  402(a) 
if  such  article  is  a  food,  or  within  the  meaning  of  section  601(a)  if 
such  article  is  a  cosmetic  other  than  a  hair  dye  (as  defined  in  the 
last  sentence  of  section  601(a)).  A  color  additive  for  use  in  or  on  a 
device  shall  be  subject  to  this  section  only  if  the  color  additive 
comes  in  direct  contact  with  the  body  of  man  or  other  animals  for 
a  significant  period  of  time.  The  Secretary  may  by  regulation  desig- 
nate the  uses  of  color  additives  in  or  on  devices  which  are  subject 
to  this  section. 


1  See  the  Revolving  Fund  provision  in  the  Appendix  on  p.  553. 
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Listing  of  Colors 

(b)(1)  The  Secretary  shall,  by  regulation,  provide  for  separately 
listing  color  additives  for  use  in  or  on  food,  color  additives  for  use 
in  or  on  drugs  or  devices,  and  color  additives  for  use  in  or  on  cos- 
metics, if  and  to  the  extent  that  such  additives  are  suitable  and 
safe  for  any  such  use  when  employed  in  accordance  with  such  regu- 
lations. 

(2)  (A)  Such  regulations  may  list  any  color  additive  for  use  gener- 
ally in  or  on  food,  or  in  or  on  drugs  or  devices,  or  in  or  on  cosmet- 
ics, if  the  Secretary  finds  that  such  additive  is  suitable  and  may 
safely  be  employed  for  such  general  use. 

(B)  If  the  data  before  the  Secretary  do  not  establish  that  the  ad- 
ditive satisfies  the  requirements  for  listing  such  additive  on  the  ap- 
plicable list  pursuant  to  subparagraph  (A)  of  this  paragraph,  or  if 
the  proposal  is  for  listing  such  additive  for  a  more  limited  use  or 
uses,  such  regulations  may  list  such  additive  only  for  any  more 
limited  use  or  uses  for  which  it  is  suitable  and  may  safely  be  em- 
ployed. 

(3)  Such  regulations  shall,  to  the  extent  deemed  necessary  by  the 
Secretary  to  assure  the  safety  of  the  use  or  uses  for  which  a  par- 
ticular color  additive  is  listed,  prescribe  the  conditions  under  which 
such  additive  may  be  safely  employed  for  such  use  or  uses  (includ- 
ing, but  not  limited  to,  specifications,  hereafter  in  this  section  re- 
ferred to  as  tolerance  limitations,  as  to  the  maximum  quantity  or 
quantities  which  may  be  used  or  permitted  to  remain  in  or  on  the 
article  or  articles  in  or  on  which  it  is  used;  specifications  as  to  the 
manner  in  which  such  additive  may  be  added  to  or  used  in  or  on 
such  article  or  articles;  and  directions  or  other  labeling  or  packag- 
ing requirements  for  such  additive). 

(4)  The  Secretary  shall  not  list  a  color  additive  under  this  section 
for  a  proposed  use  unless  the  data  before  him  establish  that  such 
use,  under  the  conditions  of  use  specified  in  the  regulations,  will  be 
safe:  Provided,  however,  That  a  color  additive  shall  be  deemed  to  be 
suitable  and  safe  for  the  purpose  of  listing  under  this  subsection  for 
use  generally  in  or  on  food,  while  there  is  in  effect  a  published 
finding  of  the  Secretary  declaring  such  substance  exempt  from  the 
term  "food  additive"  because  of  its  being  generally  recognized  by 
qualified  experts  as  safe  for  its  intended  use,  as  provided  in  section 
201(s). 

(5)  (A)  In  determining,  for  the  purposes  of  this  section,  whether  a 
proposed  use  of  a  color  additive  is  safe,  the  Secretary  shall  consid- 
er, among  other  relevant  factors — 

(i)  the  probable  consumption  of,  or  other  relevant  exposure 
from,  the  additive  and  of  any  substance  formed  in  or  on  food, 
drugs  or  devices,  or  cosmetics  because  of  the  use  of  the  addi- 
tive; 

(ii)  the  cumulative  effect,  if  any,  of  such  additive  in  the  diet 
of  man  or  animals,  taking  into  account  the  same  or  any  chemi- 
cally or  pharmacologically  related  substance  or  substances  in 
such  diet; 

(iii)  safety  factors  which,  in  the  opinion  of  experts  qualified 
by  scientific  training  and  experience  to  evaluate  the  safety  of 
color  additives  for  the  use  or  uses  for  which  the  additive  is  pro- 
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posed  to  be  listed,  are  generally  recognized  as  appropriate  for 
the  use  of  animal  experimentation  data;  and 

(iv)  the  availability  of  any  needed  practicable  methods  of 
analysis  for  determining  the  identity  and  quantity  of  (I)  the 
pure  dye  and  all  intermediates  and  other  impurities  contained 
in  such  color  additive,  (II)  such  additive  in  or  on  any  article  of 
food,  drug  or  devices,  or  cosmetic,  and  (III)  any  substance 
formed  in  or  on  such  article  because  of  the  use  of  such  addi- 
tive. 

(B)  A  color  additive  (i)  shall  be  deemed  unsafe,  and  shall  not  be 
listed,  for  any  use  which  will  or  may  result  in  ingestion  of  all  or 
part  of  such  additive,  if  the  additive  is  found  by  the  Secretary  to 
induce  cancer  when  ingested  by  man  or  animal,  or  if  it  is  found  by 
the  Secretary,  after  tests  which  are  appropriate  for  the  evaluation 
of  the  safety  of  additives  for  use  in  food,  to  induce  cancer  in  man  or 
animal,  and  (ii)  shall  be  deemed  unsafe,  and  shall  not  be  listed,  for 
any  use  which  will  not  result  in  ingestion  of  any  part  of  such  addi- 
tive, if,  after  tests  which  are  appropriate  for  the  evaluation  of  the 
safety  of  additives  for  such  use,  or  after  other  relevant  exposure  of 
man  or  animal  to  such  additive,  it  is  found  by  the  Secretary  to 
induce  cancer  in  man  or  animal:  Provided,  That  clause  (i)  of  this 
subparagraph  (B)  shall  not  apply  with  respect  to  the  use  of  a  color 
additive  as  an  ingredient  of  feed  for  animals  which  are  raised  for 
food  production,  if  the  Secretary  finds  that,  under  the  conditions  of 
use  and  feeding  specified  in  proposed  labeling  and  reasonably  cer- 
tain to  be  followed  in  practice,  such  additive  will  not  adversely 
affect  the  animals  for  which  such  feed  is  intended,  and  that  no  resi- 
due of  the  additive  will  be  found  (by  methods  of  examination  pre- 
scribed or  approved  by  the  Secretary  by  regulations,  which  regula- 
tions shall  not  be  subject  to  subsection  (d))  in  any  edible  portion  of 
such  animals  after  slaughter  or  in  any  food  yielded  by  or  derived 
from  the  living  animal. 

(C)  (i)  In  any  proceeding  for  the  issuance,  amendment,  or  repeal  of 
a  regulation  listing  a  color  additive,  whether  commenced  by  a  pro- 
posal of  the  Secretary  on  his  own  initiative  or  by  a  proposal  con- 
tained in  a  petition,  the  petitioner,  or  any  other  person  who  will  be 
adversely  affected  by  such  proposal  or  by  the  Secretary's  order 
issued  in  accordance  with  paragraph  (1)  of  section  701(e)  if  placed 
in  effect,  may  request,  within  the  time  specified  in  this  subpara- 
graph, that  the  petition  or  order  thereon,  or  the  Secretary's  propos- 
al, be  referred  to  an  advisory  committee  for  a  report  and  recom- 
mendations with  respect  to  any  matter  arising  under  subparagraph 
(B)  of  this  paragraph,  which  is  involved  in  such  proposal  or  order 
and  which  requires  the  exercise  of  scientific  judgment.  Upon  such 
request,  or  if  the  Secretary  within  such  time  deems  such  a  referral 
necessary,  the  Secretary  shall  forthwith  appoint  an  advisory  com- 
mittee under  subparagraph  (D)  of  this  paragraph  and  shall  refer  to 
it,  together  with  all  the  data  before  him,  such  matter  arising  under 
subparagraph  (B)  for  study  thereof  and  for  a  report  and  recommen- 
dations on  such  matter.  A  person  who  has  filed  a  petition  or  who 
has  requested  the  referral  of  a  matter  to  an  advisory  committee 
pursuant  to  this  subparagraph  (C),  as  well  as  representatives  of  the 
Department  of  Health,  Education,  and  Welfare,  shall  have  the 
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right  to  consult  with  such  advisory  committee  in  connection  with 
the  matter  referred  to  it.  The  request  for  referral  under  this  sub- 
paragraph, or  the  Secretary's  referral  on  his  own  initiative,  may  be 
made  at  any  time  before,  or  within  thirty  days  after,  publication  of 
an  order  of  the  Secretary  acting  upon  the  petition  or  proposal. 

(ii)  Within  sixty  days  after  the  date  of  such  referral,  or  within  an 
additional  thirty  days  if  the  committee  deems  such  additional  time 
necessary,  the  committee  shall,  after  independent  study  of  the  data 
furnished  to  it  by  the  Secretary  and  other  data  before  it,  certify  to 
the  Secretary  a  report  and  recommendations,  together  with  all  un- 
derlying data  and  a  statement  of  the  reasons  or  basis  for  the  rec- 
ommendations. A  copy  of  the  foregoing  shall  be  promptly  supplied 
by  the  Secretary  to  any  person  who  has  filed  a  petition,  or  who  has 
requested  such  referral  to  the  advisory  committee.  Within  thirty 
days  after  such  certification,  and  after  giving  due  consideration  to 
all  data  then  before  him,  including  such  report,  recommendation, 
underlying  data,  and  statement,  and  to  any  prior  order  issued  by 
him  in  connection  with  such  matter,  the  Secretary  shall  by  order 
confirm  or  modify  any  order  therefore  issued  or,  if  no  such  prior 
order  has  been  issued,  shall  by  order  act  upon  the  petition  or  other 
proposal. 

(iii)  Where — 

(I)  by  reason  of  subparagraph  (B)  of  this  paragraph,  the  Sec- 
retary has  initiated  a  proposal  to  remove  from  listing  a  color 
additive  previously  listed  pursuant  to  this  section;  and 

(II)  a  request  has  been  made  for  referral  of  such  proposal  to 
an  advisory  committee; 

the  Secretary  may  not  act  by  order  on  such  proposal  until  the  advi- 
sory committee  has  made  a  report  and  recommendations  to  him 
under  clause  (ii)  of  this  subparagraph  and  he  has  considered  such 
recommendations,  unless  the  Secretary  finds  that  emergency  condi- 
tions exist  necessitating  the  issuance  of  an  order  notwithstanding 
this  clause. 

(D)  The  advisory  committee  referred  to  in  subparagraph  (C)  of 
this  paragraph  shall  be  composed  of  experts  selected  by  the  Nation- 
al Academy  of  Sciences,  qualified  in  the  subject  matter  referred  to 
the  committee  and  of  adequately  diversified  professional  back- 
ground, except  that  in  the  event  of  the  inability  or  refusal  of  the 
National  Academy  of  Sciences  to  act,  the  Secretary  shall  select  the 
members  of  the  committee.  The  size  of  the  committee  shall  be  de- 
termined by  the  Secretary.  Members  of  any  advisory  committee  es- 
tablished under  this  Act,  while  attending  conferences  or  meetings 
of  their  committees  or  otherwise  serving  at  the  request  of  the  Sec- 
retary, shall  be  entitled  to  receive  compensation  at  rates  to  be  fixed 
by  the  Secretary  but  at  rates  not  exceeding  the  daily  equivalent  of 
the  rate  specified  at  the  time  of  such  service  for  grade  GS-18  of  the 
General  Schedule,  including  traveltime;  and  while  away  from  their 
homes  or  regular  places  of  business  they  may  be  allowed  travel  ex- 
penses, including  per  diem  in  lieu  of  subsistence,  as  authorized  by 
section  5703(b)  of  title  5  of  the  United  States  Code  for  persons  in 
the  Government  service  employed  intermittently.  The  members 
shall  not  be  subject  to  any  other  provisions  of  law  regarding  the 
appointment  and  compensation  of  employees  of  the  United  States. 
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The  Secretary  shall  furnish  the  committee  with  adequate  clerical 
and  other  assistance,  and  shall  by  rules  and  regulations  prescribe 
the  procedure  to  be  followed  by  the  committee. 

(6)  The  Secretary  shall  not  list  a  color  additive  under  this  subsec- 
tion for  a  proposed  use  if  the  data  before  him  show  that  such  pro- 
posed use  would  promote  deception  of  the  consumer  in  violation  of 
this  Act  or  would  otherwise  result  in  misbranding  or  adulteration 
within  the  meaning  of  this  Act. 

(7)  If,  in  the  judgment  of  the  Secretary,  a  tolerance  limitation  is 
required  in  order  to  assure  that  a  proposed  use  of  a  color  additive 
will  be  safe,  the  Secretary — 

(A)  shall  not  list  the  additive  for  such  use  if  he  finds  that  the 
data  before  him  do  not  establish  that  such  additive,  if  used 
within  a  safe  tolerance  limitation,  would  achieve  the  intended 
physical  or  other  technical  effect;  and 

(B)  shall  not  fix  such  tolerance  limitation  at  a  level  higher 
than  he  finds  to  be  reasonably  required  to  accomplish  the  in- 
tended physical  or  other  technical  effect. 

(8)  If,  having  regard  to  the  aggregate  quantity  of  color  additive 
likely  to  be  consumed  in  the  diet  or  to  be  applied  to  the  human 
body,  the  Secretary  finds  that  the  data  before  him  fail  to  show  that 
it  would  be  safe  and  otherwise  permissible  to  list  a  color  additive 
(or  pharmacologically  related  color  additives)  of  all  uses  proposed 
therefor  and  at  the  levels  of  concentration  proposed,  the  Secretary 
shall,  in  determining  for  which  use  or  uses  such  additive  (or  such 
related  additives)  shall  be  or  remain  listed,  or  how  the  aggregate 
allowable  safe  tolerance  for  such  additive  or  additives  shall  be  allo- 
cated by  him  among  the  uses  under  consideration,  take  into  ac- 
count, among  other  relevant  factors  (and  subject  to  the  paramount 
criterion  of  safety),  (A)  the  relative  marketability  of  the  articles  in- 
volved as  affected  by  the  proposed  uses  of  the  color  additive  (or  of 
such  related  additives)  in  or  on  such  articles,  and  the  relative  de- 
pendence of  the  industries  concerned  on  such  uses;  (B)  the  relative 
aggregate  amounts  of  such  color  additive  which  he  estimates  would 
be  consumed  in  the  diet  or  applied  to  the  human  body  by  reason  of 
the  various  uses  and  levels  of  concentration  proposed;  and  (C)  the 
availability,  if  any,  of  other  color  additives  suitable  and  safe  for 
one  or  more  of  the  uses  proposed. 

Certification  of  Colors 

(c)  The  Secretary  shall  further,  by  regulation,  provide  (1)  for  the 
certification,  with  safe  diluents  or  without  diluents,  of  batches  of 
color  additives  listed  pursuant  to  subsection  (b)  and  conforming  to 
the  requirements  for  such  additives  established  by  regulations 
under  such  subsection  and  this  subsection,  and  (2)  for  exemption 
from  the  requirement  of  certification  in  the  case  of  any  such  addi- 
tive, or  any  listing  or  use  thereof,  for  which  he  finds  such  require- 
ment not  to  be  necessary  in  the  interest  of  the  protection  of  the 
public  health:  Provided,  That,  with  respect  to  any  use  in  or  on  food 
for  which  a  listed  color  additive  is  deemed  to  be  safe  by  reason  of 
the  proviso  to  paragraph  (4)  of  subsection  (b),  the  requirement  of 
certification  shall  be  deemed  not  to  be  necessary  in  the  interest  of 
public  health  protection. 


Sec.  706 


FEDERAL  FOOD,  DRUG,  AND  COSMETIC  ACT 


186 


Procedure  for  Issuance,  Amendment,  or  Repeal  of  Regulations 

(d)  The  provisions  of  section  701  (e),  (f),  and  (g)  of  this  Act  shall, 
subject  to  the  provisions  of  subparagraph  (C)  of  subsection  (b)(5)  of 
this  section,  apply  to  and  in  all  respects  govern  proceedings  for  the 
issuance,  amendment,  or  repeal  of  regulations  under  subsection  (b) 
or  (c)  of  this  section  (including  judicial  review  of  the  Secretary's 
action  in  such  proceedings)  and  the  admissibility  of  transcripts  of 
the  record  of  such  proceedings  in  other  proceedings,  except  that — 

(1)  if  the  proceeding  is  commenced  by  the  filing  of  a  petition, 
notice  of  the  proposal  made  by  the  petition  shall  be  published 
in  general  terms  by  the  Secretary  within  thirty  days  after  such 
filing,  and  the  Secretary's  order  (required  by  paragraph  (1)  of 
section  701(e))  acting  upon  such  proposal  shall,  in  the  absence 
of  prior  referral  (or  request  for  referral)  to  an  advisory  commit- 
tee, be  issued  within  ninety  days  after  the  date  of  such  filing, 
except  that  the  Secretary  may  (prior  to  such  ninetieth  day)  by 
written  notice  to  the  petitioner,  extend  such  ninety-day  period 
to  such  time  (not  more  than  one  hundred  and  eighty  days  after 
the  date  of  filing  of  the  petition)  as  the  Secretary  deems  neces- 
sary to  enable  him  to  study  and  investigate  the  petition; 

(2)  any  report,  recommendations,  underlying  data,  and  rea- 
sons certified  to  the  Secretary  by  an  advisory  committee  ap- 
pointed pursuant  to  subparagraph  (D)  of  subsection  (b)(5)  of 
this  section,  shall  be  made  a  part  of  the  record  of  any  hearing 
if  relevant  and  material,  subject  to  the  provisions  of  section 
7(c)  of  the  Administrative  Procedure  Act  (5  U.S.C.,  sec.  1006(c)). 
The  advisory  committee  shall  designate  a  member  to  appear 
and  testify  at  any  such  hearing  with  respect  to  the  report  and 
recommendations  of  such  committee  upon  request  of  the  Secre- 
tary, the  petitioner,  or  the  officer  conducting  the  hearing,  but 
this  shall  not  preclude  any  other  member  of  the  advisory  com- 
mittee from  appearing  and  testifying  at  such  hearing; 

(3)  the  Secretary's  order  after  public  hearing  (acting  upon  ob- 
jections filed  to  an  order  made  prior  to  hearings)  shall  be  sub- 
ject to  the  requirements  of  section  409(f)(2);  and 

(4)  the  scope  of  judicial  review  of  such  order  shall  be  in  ac- 
cordance with  the  fourth  sentence  of  paragraph  (2),  and  with 
the  provisions  of  paragraph  (3),  of  section  409(g). 

Fees 

(e)  The  admitting  to  listing  and  certification  of  color  additives,  in 
accordance  with  regulations  prescribed  under  this  Act,  shall  be  per- 
formed only  upon  payment  of  such  fees,  which  shall  be  specified  in 
such  regulations,  as  may  be  necessary  to  provide,  maintain,  and 
equip  an  adequate  service  for  such  purposes. 

Exemptions 

(f)  The  Secretary  shall  by  regulations  (issued  without  regard  to 
subsection  (d))  provide  for  exempting  from  the  requirements  of  this 
section  any  color  additive  or  any  specific  type  of  use  thereof,  and 
any  article  of  food,  drug  or  device,  or  cosmetic  bearing  or  contain- 
ing such  additive,  intended  solely  for  investigational  use  by  quali- 
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fied  experts  when  in  his  opinion  such  exemption  is  consistent  with 
the  public  health. 

Note. — Section  201  of  the  Labor-Federal  Security  Appropriation 
Act,  1944  (21  U.S.C.  377),  provides  that  the  Secretary  in  carrying 
into  effect  this  Act  "is  authorized  to  cooperate  with  associations 
and  scientific  societies  in  the  revision  of  the  United  States  Pharma- 
copeia and  in  the  development  of  methods  of  analysis  and  mechani- 
cal and  physical  tests  necessary  to  carry  out  the  work  of  the  Food 
and  Drug  Administration.' ' 

Effective  date  of  Sec.  706.  The  Color  Additive  Amendments  to 
the  Federal  Food,  Drug,  and  Cosmetic  Act  took  effect  on  the  date 
of  enactment,  July  12,  1960,  subject  to  the  provisions  of  sec.  203, 
title  II,  of  P.L.  86-618  which  follows: 

[Provisional  Listings  of  Commercially  Established  Colors 

[(a)(1)  The  purpose  of  this  section  is  to  make  possible,  on  an  in- 
terim basis  for  a  reasonable  period,  through  provisional  listings, 
the  use  of  commercially  established  color  additives  to  the  extent 
consistent  with  the  public  health,  pending  the  completion  of  the 
scientific  investigations  needed  as  a  basis  for  making  determina- 
tions as  to  listing  of  such  additives  under  the  basic  Act  [the  Federal 
Food,  Drug,  and  Cosmetic  Act]  as  amended  by  this  Act.  A  provi- 
sional listing  (including  a  deemed  provisional  listing)  of  a  color  ad- 
ditive under  this  section  for  any  use  shall,  unless  sooner  terminat- 
ed or  expiring  under  the  provisions  of  this  section,  expire  (A)  on 
the  closing  date  (as  defined  in  paragraph  (2)  of  this  subsection)  or 
(B)  on  the  effective  date  of  a  listing  of  such  additive  for  such  use 
under  section  706  of  the  basic  Act,  whichever  date  first  occurs. 

[(2)  For  the  purposes  of  this  section,  the  term  "closing  date" 
means  (A)  the  last  day  of  the  two  and  one-half  year  period  begin- 
ning on  the  enactment  date  or  (B),  with  respect  to  a  particular  pro- 
visional listing  (or  deemed  provisional  listing)  of  a  color  additive  or 
use  thereof,  such  later  closing  date  as  the  Secretary  may  from  time 
to  time  establish  pursuant  to  the  authority  of  this  paragraph.  The 
Secretary  may  by  regulation,  upon  application  of  an  interested 
person  or  on  his  own  initiative,  from  time  to  time  postpone  the 
original  closing  date  with  respect  to  a  provisional  listing  (or 
deemed  provisional  listing)  under  this  section  of  a  specified  color 
additive,  or  of  a  specific  use  or  uses  of  such  additive,  for  such 
period  or  periods  as  he  finds  necessary  to  carry  out  the  purpose  of 
this  section,  if  in  the  Secretary's  judgment  such  action  is  consistent 
with  the  objective  of  carrying  to  completion  in  good  faith,  as  soon 
as  reasonably  practicable,  the  scientific  investigations  necessary  for 
making  a  determination  as  to  listing  such  additive,  or  such  speci- 
fied use  or  uses  thereof,  under  section  706  of  the  basic  Act.  The 
Secretary  may  terminate  a  postponement  of  the  closing  date  at  any 
time  if  he  finds  that  such  postponement  should  not  have  been 
granted,  or  that  by  reason  of  a  change  in  circumstances  the  basis 
for  such  postponement  no  longer  exists,  or  that  there  has  been  a 
failure  to  comply  with  a  requirement  for  submission  of  progress  re- 
ports or  with  other  conditions  attached  to  such  postponement. 

[(b)  Subject  to  the  other  provisions  of  this  section — 
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[(1)  any  color  additive  which  on  the  day  preceding  the  enact- 
ment date,  was  listed  and  certifiable  for  any  use  or  uses  under 
section  406(b),  504,  or  604,  or  under  the  third  proviso  of  section 
402(c),  of  the  basic  Act,  and  of  which  a  batch  or  batches  had 
been  certified  for  such  use  or  uses  prior  to  the  enactment  date, 
and 

[(2)  any  color  additive  which  was  commercially  used  or  sold 
prior  to  the  enactment  date  for  any  use  or  uses  in  or  on  any 
food,  drug,  or  cosmetic,  and  which  either  (A),  on  the  day  pre- 
ceding the  enactment  date,  was  not  a  material  within  the  pur- 
view of  any  of  the  provisions  of  the  basic  Act  enumerated  in 
paragraph  (1)  of  this  subsection,  or  (B)  is  the  color  additive 
known  as  synthetic  betacarotene, 
shall,  beginning  on  the  enactment  date,  be  deemed  to  be  provision- 
ally listed  under  this  section  as  a  color  additive  for  such  use  or 
uses. 

[(c)  Upon  request  of  any  person,  the  Secretary,  by  regulations 
issued  under  subsection  (d),  shall  without  delay,  if  on  the  basis  of 
the  data  before  him  he  deems  such  action  consistent  with  the  pro- 
tection of  the  public  health,  provisionally  list  a  material  as  a  color 
additive  for  any  use  for  which  it  was  listed,  and  for  which  a  batch 
or  batches  of  such  material  had  been  certified,  under  section  406(b), 
504,  or  604  of  the  basic  Act  prior  to  the  enactment  date,  although 
such  color  was  no  longer  listed  and  certifiable  for  such  use  under 
such  sections  on  the  day  preceding  the  enactment  date.  Such  provi- 
sional listing  shall  take  effect  on  the  date  of  publication. 

[(d)(1)  The  Secretary  shall,  by  regulations  issued  or  amended 
from  time  to  time  under  this  section — 

[(A)  insofar  as  practicable  promulgate  and  keep  current  a 
list  or  lists  of  the  color  additives,  and  of  the  particular  uses 
thereof,  which  he  finds  are  deemed  provisionally  listed  under 
subsection  (b),  and  the  presence  of  a  color  additive  on  such  a 
list  with  respect  to  a  particular  use  shall,  in  any  proceeding 
under  the  basic  Act,  be  conclusive  evidence  that  such  provi- 
sional listing  is  in  effect; 

[(B)  provide  for  the  provisional  listing  of  the  color  additives 
and  particular  uses  thereof  specified  in  subsection  (c); 

[(C)  provide  with  respect  to  particular  uses  for  which  color 
additives  are  or  are  deemed  to  be  provisionally  listed,  such 
temporary  tolerance  limitations  (including  such  limitations  at 
zero  level)  and  other  conditions  of  use  and  labeling  or  packag- 
ing requirements,  if  any,  as  in  his  judgment  are  necessary  to 
protect  the  public  health  pending  listing  under  section  706  of 
the  basic  Act; 

[(D)  provide  for  the  certification  of  batches  of  such  color  ad- 
ditives (with  or  without  diluents)  for  the  uses  for  which  they 
are  so  listed  or  deemed  to  be  listed  under  this  section,  except 
that  such  an  additive  which  is  a  color  additive  deemed  provi- 
sionally listed  under  subsection  (b)(2)  of  this  section  shall  be 
deemed  exempt  from  the  requirement  of  such  certification 
while  not  subject  to  a  tolerance  limitation;  and 

[(E)  provide  for  the  termination  of  a  provisional  listing  (or 
deemed  provisional  listing)  of  a  color  additive  or  particular  use 


189 


FEDERAL  FOOD,  DRUG,  AND  COSMETIC  ACT 


Sec.  706 


thereof  forthwith  whenever  in  his  judgment  such  action  is  nec- 
essary to  protect  the  public  health. 
[(2)(A)  Except  as  provided  in  subparagraph  (C)  of  this  paragraph, 
regulations  under  this  section  shall,  from  time  to  time,  be  issued, 
amended,  or  repealed  by  the  Secretary  without  regard  to  the  re- 
quirements of  the  basic  Act,  but  for  the  purposes  of  the  application 
of  section  706(e)  of  the  basic  Act  (relating  to  fees)  and  of  determin- 
ing the  availability  of  appropriations  of  fees  (and  of  advance  depos- 
its to  cover  fees),  proceedings,  regulations,  and  certifications  under 
this  section  shall  be  deemed  to  be  proceedings,  regulations,  and  cer- 
tifications under  such  section  706.  Regulations  providing  for  fees 
(and  advance  deposits  to  cover  fees),  which  on  the  day  preceding 
the  enactment  date  were  in  effect  pursuant  to  section  706  of  the 
basic  Act,  shall  be  deemed  to  be  regulations  under  such  section  706 
as  amended  by  this  Act,  and  appropriations  of  fees  (and  advance 
deposits)  available  for  the  purposes  specified  in  such  section  706  as 
in  effect  prior  to  the  enactment  date  shall  be  available  for  the  pur- 
poses specified  in  such  section  706  as  so  amended. 
[(B)  If  the  Secretary,  by  regulation — 

[(i)  has  terminated  a  provisional  listing  (or  deemed  provi- 
sional listing)  of  a  color  additive  or  particular  use  thereof  pur- 
suant to  paragraph  (1)(E)  of  this  subsection;  or 

[(h)  has,  pursuant  to  paragraph  (1)(C)  or  paragraph  (3)  of 
this  subsection,  initially  established  or  rendered  more  restric- 
tive a  tolerance  limitation  or  other  restriction  or  requirement 
with  respect  to  a  provisional  listing  (or  deemed  provisional  list- 
ing) which  listing  had  become  effective  prior  to  such  action, 
any  person  adversely  affected  by  such  action  may,  prior  to  the  ex- 
piration of  the  period  specified  in  clause  (A)  of  subsection  (a)(2)  of 
this  section,  file  with  the  Secretary  a  petition  for  amendment  of 
such  regulation  so  as  to  revoke  or  modify  such  action  of  the  Secre- 
tary, but  the  filing  of  such  petition  shall  not  operate  to  stay  or  sus- 
pend the  effectiveness  of  such  action.  Such  petition  shall,  in  accord- 
ance with  regulations,  set  forth  the  proposed  amendment  and  shall 
contain  data  (or  refer  to  data  which  are  before  the  Secretary  or  of 
which  he  will  take  official  notice),  which  show  that  the  revocation 
or  modification  proposed  is  consistent  with  the  protection  of  the 
public  health.  The  Secretary  shall,  after  publishing  such  proposal 
and  affording  all  interested  persons  an  opportunity  to  present  their 
views  thereon  orally  or  in  writing,  act  upon  such  proposal  by  pub- 
lished order. 

[(C)  Any  person  adversely  affected  by  an  order  entered  under 
subparagraph  (B)  of  this  paragraph  may,  within  thirty  days  after 
its  publication  file  objections  thereto  with  the  Secretary,  specifying 
with  particularity  the  provisions  of  the  order  deemed  objectionable, 
stating  reasonable  grounds  for  such  objections,  and  requesting  a 
public  hearing  upon  such  objections.  The  Secretary  shall  hold  a 
public  hearing  on  such  objections  and  shall  on  the  basis  of  the  evi- 
dence adduced  at  such  hearing,  act  on  such  objections  by  published 
order.  Such  order  may  reinstate  a  terminated  provisional  listing,  or 
increase  or  dispense  with  a  previously  established  temporary  toler- 
ance limitation,  or  make  less  restrictive  any  other  limitation  estab- 
lished by  him  under  paragraph  (1)  or  (3)  of  this  subsection,  only  if 
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in  his  judgment  the  evidence  so  adduced  shows  that  such  actions 
will  be  consistent  with  the  protection  of  the  public  health.  An 
order  entered  under  this  subparagraph  shall  be  subject  to  judicial 
review  in  accordance  with  section  701(f)  of  the  basic  Act  except 
that  the  findings  and  order  of  the  Secretary  shall  be  sustained  only 
if  based  upon  a  fair  evaluation  of  the  entire  record  at  such  hearing. 
No  stay  or  suspension  of  such  order  shall  be  ordered  by  the  court 
pending  conclusion  of  such  judicial  review. 

[(D)  On  and  after  the  enactment  date,  regulations,  provisional 
listings,  and  certifications  (or  exemptions  from  certification)  in 
effect  under  this  section  shall,  for  the  purpose  of  determining 
whether  an  article  is  adulterated  or  misbranded  within  the  mean- 
ing of  the  basic  Act  by  reason  of  its  being,  bearing  or  containing  a 
color  additive,  have  the  same  effect  as  would  regulations,  listings, 
and  certifications  (or  exemptions  from  certification)  under  section 
706  of  the  basic  Act.  A  regulation,  provisional  listing  or  termina- 
tion thereof,  tolerance,  limitation,  or  certification  or  exemption 
therefrom,  under  this  section  shall  not  be  the  basis  for  any  pre- 
sumption or  inference  in  any  proceeding  under  section  706  (b)  or  (c) 
of  the  basic  Act. 

[(3)  For  the  purpose  of  enabling  the  Secretary  to  carry  out  his 
functions  under  paragraphs  (1)  (A)  and  (C)  of  this  subsection  with 
respect  to  color  additives  deemed  provisionally  listed,  he  shall,  as 
soon  as  practicable  after  enactment  of  this  Act,  afford  by  public 
notice  a  reasonable  opportunity  to  interested  persons  to  submit 
data  relevant  thereto.  If  the  data  so  submitted  or  otherwise  before 
him  do  not,  in  his  judgment,  establish  a  reliable  basis  for  including 
such  a  color  additive  or  particular  use  or  uses  thereof  in  a  list  or 
lists  promulgated  under  paragraph  (1)(A),  or  for  determining  the 
prevailing  level  or  levels  of  use  thereof  prior  to  the  enactment  date 
with  a  view  to  prescribing  a  temporary  tolerance  or  tolerances  for 
such  use  or  uses  under  paragraph  (1)(C),  the  Secretary  shall  estab- 
lish a  temporary  tolerance  limitation  at  zero  level  for  such  use  or 
uses  until  such  time  as  he  finds  that  it  would  not  be  inconsistent 
with  the  protection  of  the  public  health  to  increase  or  dispense 
with  such  temporary  tolerance  limitation.  J 

ADVERTISING  OF  CERTAIN  FOODS 

Sec.  707.  [378]  (a)(1)  Except  as  provided  in  subsection  (c),  before 
the  Secretary  may  initiate  any  action  under  chapter  III — 

(A)  with  respect  to  any  food  which  the  Secretary  determines 
is  misbranded  under  section  403(a)(2)  because  of  its  advertising, 
or 

(B)  with  respect  to  a  food's  advertising  which  the  Secretary 
determines  causes  the  food  to  be  so  misbranded, 

the  Secretary  shall,  in  accordance  with  paragraph  (2),  notify  in 
writing  the  Federal  Trade  Commission  of  the  action  the  Secretary 
proposes  to  take  respecting  such  food  or  advertising. 
(2)  The  notice  required  by  paragraph  (1)  shall — 

(A)  contain  (i)  a  description  of  the  action  the  Secretary  pro- 
poses to  take  and  of  the  advertising  which  the  Secretary  has 
determined  causes  a  food  to  be  misbranded,  (ii)  a  statement  of 
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the  reasons  for  the  Secretary's  determination  that  such  adver- 
tising has  caused  such  food  to  be  misbranded,  and 

(B)  be  accompanied  by  the  records,  documents,  and  other 
written  materials  which  the  Secretary  determines  supports  his 
determination  that  such  food  is  misbranded  because  of  such  ad- 
vertising. 

(b)(1)  If  the  Secretary  notifies  the  Federal  Trade  Commission 
under  subsection  (a)  of  action  proposed  to  be  taken  under  chapter 
III  with  respect  to  a  food  or  food  advertising  and  the  Commission 
notifies  the  Secretary  in  writing,  within  the  30-day  period  begin- 
ning on  the  date  of  the  receipt  of  such  notice,  that — 

(A)  it  has  initiated  under  the  Federal  Trade  Commission  Act 
an  investigation  of  such  advertising  to  determine  if  it  is  prohib- 
ited by  such  Act  or  any  order  or  rule  under  such  Act, 

(B)  it  has  commenced  (or  intends  to  commence)  a  civil  action 
under  section  5,  13,  or  19  with  respect  to  such  advertising  or 
the  Attorney  General  has  commenced  (or  intends  to  com- 
mence) a  civil  action  under  section  5  with  respect  to  such  ad- 
vertising, 

(C)  it  has  issued  and  served  (or  intends  to  issue  and  serve)  a 
complaint  under  section  5(b)  of  such  Act  respecting  such  adver- 
tising, or 

(D)  pursuant  to  section  16(b)  of  such  Act  it  has  made  a  certi- 
fication to  the  Attorney  General  respecting  such  advertising, 

the  Secretary  may  not,  except  as  provided  by  paragraph  (2),  initiate 
the  action  described  in  the  Secretary's  notice  to  the  Federal  Trade 
Commission. 

(2)  If,  before  the  expiration  of  the  60-day  period  beginning  on  the 
date  the  Secretary  receives  a  notice  described  in  paragraph  (1)  from 
the  Federal  Trade  Commission  in  response  to  a  notice  of  the  Secre- 
tary under  subsection  (a) — 

(A)  the  Commission  or  the  Attorney  General  does  not  com- 
mence a  civil  action  described  in  subparagraph  (B)  of  para- 
graph (1)  of  this  subsection  respecting  the  advertising  described 
in  the  Secretary's  notice, 

(B)  the  Commission  does  not  issue  and  serve  a  complaint  de- 
scribed in  subparagraph  (C)  of  such  paragraph  respecting  such 
advertising,  or 

(C)  the  Commission  does  not  (as  described  in  subparagraph 
(D)  of  such  paragraph)  make  a  certification  to  the  Attorney 
General  respecting  such  advertising,  or,  if  the  Commission  does 
make  such  a  certification  to  the  Attorney  General  respecting 
such  advertising,  the  Attorney  General,  before  the  expiration 
of  such  period,  does  not  cause  appropriate  criminal  proceedings 
to  be  brought  against  such  advertising, 

the  Secretary  may,  after  the  expiration  of  such  period,  initiate  the 
action  described  in  the  notice  to  the  Commission  pursuant  to  sub- 
section (a).  The  Commission  shall  promptly  notify  the  Secretary  of 
the  commencement  by  the  Commission  of  such  a  civil  action,  the 
issuance  and  service  by  it  of  such  a  complaint,  or  the  causing  by 
the  Attorney  General  of  criminal  proceedings  to  be  brought  against 
such  advertising. 
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(c)  The  requirements  of  subsections  (a)  and  (b)  do  not  apply  with 
respect  to  action  under  chapter  III  with  respect  to  any  food  or  food 
advertising  if  the  Secretary  determines  that  such  action  is  required 
to  eliminate  an  imminent  hazard  to  health. 

(d)  For  the  purpose  of  avoiding  unnecessary  duplication,  the  Sec- 
retary shall  coordinate  any  action  taken  under  chapter  III  because 
of  advertising  which  the  Secretary  determines  causes  a  food  to  be 
misbranded  with  any  action  of  the  Federal  Trade  Commission 
under  the  Federal  Trade  Commission  Act  with  respect  to  such  ad- 
vertising. 

CONFIDENTIAL  INFORMATION 

Sec.  708.  [379]  The  Secretary  may  provide  any  information 
which  is  exempt  from  disclosure  pursuant  to  subsection  (a)  of  sec- 
tion 552  of  title  5,  United  States  Code,  by  reason  of  subsection  (b)(4) 
of  such  section  to  a  person  other  than  an  officer  or  employee  of  the 
Department  if  the  Secretary  determines  such  other  person  requires 
the  information  in  connection  with  an  activity  which  is  undertaken 
under  contract  with  the  Secretary,  which  relates  to  the  administra- 
tion of  this  Act,  and  with  respect  to  which  the  Secretary  (or  an  offi- 
cer or  employee  of  the  Department)  is  not  prohibited  from  using 
such  information.  The  Secretary  shall  require  as  a  condition  to  the 
provision  of  information  under  this  section  that  the  person  receiv- 
ing it  take  such  security  precautions  respecting  the  information  as 
the  Secretary  may  by  regulation  prescribe. 

PRESUMPTION 

Sec.  709.  [379a]  In  any  action  to  enforce  the  requirements  of 
this  Act  respecting  a  device  the  connection  with  interstate  com- 
merce required  for  jurisdiction  in  such  action  shall  be  presumed  to 
exist. 

SEC.  710.  [379b]   CONSOLIDATED  ADMINISTRATIVE  AND  LABORATORY 
FACILITY. 

(a)  Authority. — The  Secretary,  in  consultation  with  the  Admin- 
istrator of  the  General  Services  Administration,  shall  enter  into 
contracts  for  the  design,  construction,  and  operation  of  a  consoli- 
dated Food  and  Drug  Administration  administrative  and  laborato- 
ry facility. 

(b)  Awarding  of  Contract. — The  Secretary  shall  solicit  contract 
proposals  under  subsection  (a)  from  interested  parties.  In  awarding 
contracts  under  such  subsection,  the  Secretary  shall  review  such 
proposals  and  give  priority  to  those  alternatives  that  are  the  most 
cost  effective  for  the  Federal  Government  and  that  allow  for  the 
use  of  donated  land,  federally  owned  property,  or  lease-purchase  ar- 
rangements. A  contract  under  this  subsection  shall  not  be  entered 
into  unless  such  contract  results  in  a  net  cost  savings  to  the  Feder- 
al Government  over  the  duration  of  the  contract,  as  compared  to 
the  Government  purchase  price  including  borrowing  by  the  Secre- 
tary of  the  Treasury. 

(c)  Donations. — In  carrying  out  this  section,  the  Secretary  shall 
have  the  power,  in  connection  with  real  property,  buildings,  and  fa- 
cilities, to  accept  on  behalf  of  the  Food  and  Drug  Administration 
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gifts  or  donations  of  services  or  property,  real  or  personal,  as  the 
Secretary  determines  to  be  necessary. 

(d)  Authorization  of  Appropriations. — There  are  authorized  to 
be  appropriated  to  carry  out  this  section  $100,000,000  for  fiscal  year 
1991,  and  such  sums  as  may  be  necessary  for  each  of  the  subse- 
quent fiscal  years,  to  remain  available  until  expended. 

SEC.  711.  [379c]  RECOVERY  AND  RETENTION  OF  FEES  FOR  FREEDOM  OF 
INFORMATION  REQUESTS. 

(a)  In  General. — The  Secretary,  acting  through  the  Commission- 
er of  Food  and  Drugs,  may — 

(1)  set  and  charge  fees,  in  accordance  with  section 
552(a)(4)(A)  of  title  5,  United  States  Code,  to  recover  all  reason- 
able costs  incurred  in  processing  requests  made  under  section 
552  of  title  5,  United  States  Code,  for  records  obtained  or  cre- 
ated under  this  Act  or  any  other  Federal  law  for  which  respon- 
sibility for  administration  has  been  delegated  to  the  Commis- 
sioner by  the  Secretary; 

(2)  retain  all  fees  charged  for  such  requests;  and 

(3)  establish  an  accounting  system  and  procedures  to  control 
receipts  and  expenditures  of  fees  received  under  this  section. 

(b)  Use  of  Fees. — The  Secretary  and  the  Commissioner  of  Food 
and  Drugs  shall  not  use  fees  received  under  this  section  for  any 
purpose  other  than  funding  the  processing  of  requests  described  in 
subsection  (a)(1).  Such  fees  shall  not  be  used  to  reduce  the  amount 
of  funds  made  to  carry  out  other  provisions  of  this  Act. 

(c)  Waiver  of  Fees. — Nothing  in  this  section  shall  supersede  the 
right  of  a  requester  to  obtain  a  waiver  of  fees  pursuant  to  section 
552(a)(4)(A)  of  title  5,  United  States  Code. 

SEC.  712.  [379d]  AUTOMATION  OF  FOOD  AND  DRUG  ADMINISTRATION. 

(a)  In  General. — The  Secretary,  acting  through  the  Commission- 
er of  Food  and  Drugs,  shall  automate  appropriate  activities  of  the 
Food  and  Drug  Administration  to  ensure  timely  review  of  activities 
regulated  under  this  Act. 

(b)  Authorization  of  Appropriations. — There  are  authorized  to 
be  appropriated  each  fiscal  year  such  sums  as  are  necessary  to 
carry  out  this  section. 

CHAPTER  VIII— IMPORTS  AND  EXPORTS 

IMPORTS  AND  EXPORTS 

Sec.  801.  [381]  (a)  The  Secretary  of  the  Treasury  shall  deliver  to 
the  Secretary  of  Health,  Education,  and  Welfare,  upon  his  request, 
samples  of  food,  drugs,  devices,  and  cosmetics  which  are  being  im- 
ported or  offered  for  import  into  the  United  States,  giving  notice 
thereof  to  the  owner  or  consignee,  who  may  appear  before  the  Sec- 
retary of  Health,  Education,  and  Welfare  and  have  the  right  to  in- 
troduce testimony.  The  Secretary  of  Health,  Education,  and  Wel- 
fare shall  furnish  to  the  Secretary  of  the  Treasury  a  list  of  estab- 
lishments registered  pursuant  to  subsection  (i)  of  section  510  and 
shall  request  that  if  any  drugs  or  devices  manufactured,  prepared, 
propagated,  compounded,  or  processed  in  an  establishment  not  so 
registered  are  imported  or  offered  for  import  into  the  United 
States,  samples  of  such  drugs  or  devices  be  delivered  to  the  Secre- 
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tary  of  Health,  Education,  and  Welfare,  with  notice  of  such  deliv- 
ery to  the  owner  or  consignee,  who  may  appear  before  the  Secre- 
tary of  Health,  Education,  and  Welfare  and  have  the  right  to  intro- 
duce testimony.  If  it  appears  from  the  examination  of  such  samples 
or  otherwise  that  (1)  such  article  has  been  manufactured,  proc- 
essed, or  packed  under  insanitary  conditions  or,  in  the  case  of  a 
device,  the  methods  used  in,  or  the  facilities  or  controls  used  for, 
the  manufacture,  packing,  storage,  or  installation  of  the  device  do 
not  conform  to  the  requirements  of  section  520(f),  or  (2)  such  article 
is  forbidden  or  restricted  in  sale  in  the  country  in  which  it  was  pro- 
duced or  from  which  it  was  exported,  or  (3)  such  article  is  adulter- 
ated, misbranded,  or  in  violation  of  section  505,  then  such  article 
shall  be  refused  admission,  except  as  provided  in  subsection  (b)  of 
this  section.  The  Secretary  of  the  Treasury  shall  cause  the  destruc- 
tion of  any  such  article  refused  admission  unless  such  article  is  ex- 
ported, under  regulations  prescribed  by  the  Secretary  of  the  Treas- 
ury, within  ninety  days  of  the  date  of  notice  of  such  refusal  or 
within  such  additional  time  as  may  be  permitted  pursuant  to  such 
regulations.  Clause  (2)  of  the  third  sentence  of  this  paragraph  shall 
not  be  construed  to  prohibit  the  admission  of  narcotic  drugs  the  im- 
portation of  which  is  permitted  under  the  Controlled  Substances 
Import  and  Export  Act. 

(b)  Pending  decision  as  to  the  admission  of  an  article  being  im- 
ported or  offered  for  import,  the  Secretary  of  the  Treasury  may  au- 
thorize delivery  of  such  article  to  the  owner  or  consignee  upon  the 
execution  by  him  of  a  good  and  sufficient  bond  providing  for  the 
payment  of  such  liquidated  damages  in  the  event  of  default  as  may 
be  required  pursuant  to  regulations  of  the  Secretary  of  the  Treas- 
ury. If  it  appears  to  the  Secretary  of  Health,  Education,  and  Wel- 
fare that  an  article  included  within  the  provisions  of  clause  (3)  of 
subsection  (a)  of  this  section  can,  by  relabeling  or  other  action,  be 
brought  into  compliance  with  the  Act  or  rendered  other  than  a 
food,  drug,  device,  or  cosmetic,  final  determination  as  to  admission 
of  such  article  may  be  deferred  and,  upon  filing  of  timely  written 
application  by  the  owner  or  consignee  and  the  execution  by  him  of 
a  bond  as  provided  in  the  preceding  provisions  of  this  subsection, 
the  Secretary  may,  in  accordance  with  regulations,  authorize  the 
applicant  to  perform  such  relabeling  or  other  action  specified  in 
such  authorization  (including  destruction  or  export  of  rejected  arti- 
cles or  portions  thereof,  as  may  be  specified  in  the  Secretary's  au- 
thorization). All  such  relabeling  or  other  action  pursuant  to  such 
authorization  shall  in  accordance  with  regulations  be  under  the  su- 
pervision of  an  officer  or  employee  of  the  Department  of  Health, 
Education,  and  Welfare  designated  by  the  Secretary,  or  an  officer 
or  employee  of  the  Department  of  the  Treasury  designated  by  the 
Secretary  of  the  Treasury. 

(c)  All  expenses  (including  travel,  per  diem  or  subsistence,  and 
salaries  of  officers  or  employees  of  the  United  States)  in  connection 
with  the  destruction  provided  for  in  subsection  (a)  of  this  section 
and  the  supervision  of  the  relabeling  or  other  action  authorized 
under  the  provisions  of  subsection  (b)  of  this  section,  the  amount  of 
such  expenses  to  be  determined  in  accordance  with  regulations, 
and  all  expenses  in  connection  with  the  storage,  cartage,  or  labor 
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with  respect  to  any  article  refused  admission  under  subsection  (a) 
of  this  section,  shall  be  paid  by  the  owner  or  consignee  and,  in  de- 
fault of  such  payment,  shall  constitute  a  lien  against  any  future 
importations  made  by  such  owner  or  consignee. 

(d)  (1)  Except  as  provided  in  paragraph  (2),  no  drug  subject  to  sec- 
tion 503(b)  which  is  manufactured  in  a  State  and  exported  may  be 
imported  into  the  United  States  unless  the  drug  is  imported  by  the 
person  who  manufactured  the  drug. 

(2)  The  Secretary  may  authorize  the  importation  of  a  drug  the 
importation  of  which  is  prohibited  by  paragraph  (1)  if  the  drug  is 
required  for  emergency  medical  care. 

(e)  (1)  A  food,  drug,  device,  or  cosmetic  intended  for  export  shall 
not  be  deemed  to  be  adulterated  or  misbranded  under  this  Act  if 
it— 

(A)  accords  to  the  specifications  of  the  foreign  purchaser, 

(B)  is  not  in  conflict  with  the  laws  of  the  country  to  which  it 
is  intended  for  export, 

(C)  is  labeled  on  the  outside  of  the  shipping  package  that  it  is 
intended  for  export,  and 

(D)  is  not  sold  or  offered  for  sale  in  domestic  commerce. 
This  paragraph  does  not  authorize  the  exportation  of  any  new 
animal  drug,  or  an  animal  feed  bearing  or  containing  a  new  animal 
drug,  which  is  unsafe  within  the  meaning  of  section  512. 

(2)  Paragraph  (1)  does  not  apply  to  any  device — 

(A)  which  does  not  comply  with  an  applicable  requirement  of 
section  514  or  515, 

(B)  which  under  section  520(g)  is  exempt  from  either  such 
section,  or 

(C)  which  is  a  banned  device  under  section  516, 

unless,  in  addition  to  the  requirements  of  paragraph  (1),  the  Secre- 
tary has  determined  that  the  exportation  of  the  device  is  not  con- 
trary to  public  health  and  safety  and  has  the  approval  of  the  coun- 
try to  which  it  is  intended  for  export. 

EXPORTS  OF  CERTAIN  UNAPPROVED  PRODUCTS 

Sec.  802.  [382]  (a)  A  drug  (including  a  biological  product)  in- 
tended for  human  or  animal  use — 

(1)  which — 

(A)  requires  approval  by  the  Secretary  under  section  505 
or  section  512,  or 

(B)  requires  licensing  by  the  Secretary  under  section  351 
of  the  Public  Health  Service  Act  or  by  the  Secretary  of  Ag- 
riculture under  the  Act  of  March  4,  1913  (known  as  the 
Virus  Serum  Toxin  Act), 

before  it  may  be  introduced  or  delivered  for  introduction  into 
interstate  commerce  to  a  country,  and 

(2)  which  does  not  have  such  approval  or  license,  which  is 
not  exempt  from  such  sections  or  Act,  and  which  is  introduced 
or  delivered  for  introduction  into  interstate  commerce  to  a 
country, 

is  adulterated,  misbranded,  and  in  violation  of  such  sections  or  Act 
unless  the  export  of  the  drug  is  authorized  under  subsection  (b). 
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(b)(1)  A  drug  (including  a  biological  product)  may,  upon  approval 
of  an  application  submitted  under  paragraph  (3),  be  exported  if — 

(A)  the  drug  contains  the  same  active  ingredient  as  a — 

(i)  new  drug — 

(I)  which  has  an  exemption  under  section  505(i),  and 

(II)  for  which  approval  is  actively  being  pursued  by 
the  person  who  has  the  exemption, 

(ii)  biological  product  for  human  use — 

(I)  which  has  an  exemption  under  section  505(i),  and 

(II)  for  which  licensing  of  the  biological  product 
under  section  351  of  the  Public  Health  Service  Act  is 
actively  being  pursued  by  the  person  who  has  the  ex- 
emption, 

(iii)  biological  product  for  animal  use — 

(I)  for  which  authority  has  been  granted  under  the 
Virus-Serum  Toxin  Act  for  the  preparation  of  an  ex- 
perimental drug  product,  and 

(II)  for  which  the  licensing  of  the  biological  product 
under  such  Act  is  actively  being  pursued  by  the 
person  who  has  the  authority,  or 

(iv)  new  animal  drug — 

(I)  which  has  an  exemption  under  section  512(j),  and 

(II)  for  which  approval  is  actively  being  pursued  by 
the  person  who  has  the  exemption, 

(B)  except  as  provided  in  paragraph  (2),  the  drug  is  exported 
to  a  country  which  is  listed  under  paragraph  (4)  and  in  which 
the  drug  is  approved  and  has  not  been  withdrawn  from  sale, 

(C)  an  application  for  the  drug  under  section  505  or  512,  sec- 
tion 351  of  the  Public  Health  Service  Act,  or  the  Virus-Serum 
Toxin  Act  has  not  been  disapproved  by  an  order  of  the  Secre- 
tary under  section  505(d)  or  512(d)  or  351  of  the  Public  Health 
Service  Act  or  by  the  Secretary  of  Agriculture  in  the  case  of  an 
application  under  the  Virus-Serum  Toxin  Act, 

(D)  the  drug  is  manufactured,  processed,  packaged,  and  held 
in  conformity  with  current  good  manufacturing  practice  and  is 
not  adulterated  under  paragraph  (a)(1),  (a)(2)(A),  (a)(3),  (c),  or  (d) 
of  section  501, 

(E)  the  outside  of  the  shipping  package  is  labeled  with  the 
following  statement:  "This  drug  may  be  sold  or  offered  for  sale 
only  in  the  following  countries:  ",  the  blank  space  being 
filled  with  a  list  of  the  countries  to  which  export  of  the  drug  is 
authorized  under  this  subsection, 

(F)  the  drug  is  not  the  subject  of  a  notice  by  the  Secretary  or 
the  Secretary  of  Agriculture  of  a  determination  that  the  manu- 
facture of  the  drug  in  the  United  States  for  export  to  a  country 
is  contrary  to  the  public  health  and  safety  of  the  United 
States, 

(G)  the  requirements  of  subparagraphs  (A)  through  (D)  of  sec- 
tion 801(d)(1)  have  been  met. 

The  Secretary  shall  determine  that  an  applicant  is  actively  pursu- 
ing the  approval  or  licensing  of  a  drug  if  the  applicant  has  demon- 
strated that  degree  of  attention  and  continuous  directed  effort  as 
may  reasonably  be  expected  from,  and  are  ordinarily  exercised  by, 


197 


FEDERAL  FOOD,  DRUG,  AND  COSMETIC  ACT 


Sec.  802 


a  person  before  approval  or  licensing  of  a  drug,  such  as  the  prepa- 
ration for  and  the  conduct  of  preclinical  or  clinical  investigations, 
the  analysis  of  the  results  of  such  investigations,  conferences  on 
such  investigations  with  government  officials,  and  the  preparation 
of  an  application  of  approval  or  licensing  for  the  drug. 

(2)  The  Secretary  may  permit  the  export  of  a  drug  under  para- 
graph (1)  to  a  country  which  is  listed  under  paragraph  (4)  and  in 
which  the  drug  is  not  approved  if  the  drug  is  exported  to  such 
country  solely  for  the  purpose  of  further  export  to  a  country  listed 
in  paragraph  (4)  in  which  the  drug  is  approved. 

(3)  (A)  Any  person  may  apply  to  have  a  drug  exported  under  para- 
graph (1).  Such  an  application  shall  be  filed  at  least  90  days  before 
the  date  the  applicant  proposes  to  export  the  drug  for  which  the 
application  is  submitted.  Before  the  expiration  of  10  days  from  the 
date  of  the  submission  of  such  an  application,  the  Secretary  shall 
publish  a  notice  in  the  Federal  Register  which  identifies  the  appli- 
cant under  such  application,  the  drug  proposed  to  be  exported 
under  such  application,  and  the  country  to  which  the  drug  is  pro- 
posed to  be  exported. 

(B)  An  application  for  the  export  of  a  drug  shall — 

(i)  identify  the  drug  to  be  exported, 

(ii)  list  each  country  to  which  the  drug  is  to  be  exported  and 
list  the  persons  in  each  such  country  to  which  the  drug  is  to  be 
exported, 

(iii)  contain  a  certification  by  the  applicant  that — 

(I)  the  applicant  will  export  the  drug  only  to  a  country 
which  is  listed  in  paragraph  (4)  and  in  which  the  drug  is 
approved  unless  the  drug  is  authorized  to  be  exported 
under  paragraph  (2)  and  will  export  only  those  quantities 
of  the  drug  which  may  reasonably  be  sold  in  each  country 
to  which  it  is  to  be  exported, 

(II)  the  drug  is  approved  by  each  country  to  which  it  is 
to  be  exported  unless  the  drug  is  authorized  to  be  exported 
under  paragraph  (2)  and  the  drug  has  not  been  withdrawn 
from  sale  in  such  country, 

(III)  the  drug  meets  the  requirements  of  paragraph 
(1X0), 

(IV)  the  drug  will  be  labeled  in  accordance  with  para- 
graph (1)(E),  and 

(V)  the  drug  meets  the  requirements  of  paragraphs  (1)(C) 
and  (1)(G), 

(iv)  contain  a  certification  by  the  holder  of  the  exemption  or 
authority  for  such  drug  described  in  paragraph  (1)(A)  that  the 
holder  will  actively  pursue  the  approval  or  licensing  of  the 
drug, 

(v)  identify  the  exemption  or  authority  for  an  experimental 
drug  product  in  effect  for  such  drug  under  the  laws  referred  to 
in  paragraph  (1)(A), 

(vi)  identify  the  establishments  in  which  the  drug  is  manu- 
factured, and 

(vii)  include  a  written  agreement  from  each  importer  to 
whom  the  drug  is  to  be  exported  from  the  United  States  that 
such  importer  will  not  export  the  drug  to  a  country  which  is 
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not  listed  under  paragraph  (4)  and  will  provide  notice  to  the 
applicant  of  any  knowledge  of  an  export  of  the  drug  to  such  a 
country  by  any  person  and  will  maintain  records  of  the  drug 
wholesale  distributors  to  which  the  drug  is  sold. 

(C)  (i)  Before  the  expiration  of  30  days  after  the  date  an  applica- 
tion is  submitted  to  the  Secretary,  the  Secretary  shall  review  the 
application  to  determine  if  the  application  meets  the  requirements 
of  clauses  (i),  (ii),  (iv),  (v),  (vi),  and  (vii)  of  subparagraph  (B)  and  con- 
tains the  certifications  described  in  clauses  (iii)  (other  than  the  cer- 
tification required  by  clause  (iii)(II))  and  (iv).  If  the  Secretary  deter- 
mines that  the  application  meets  such  requirements  and  contains 
such  certifications  the  Secretary  shall  conditionally  approve  the  ap- 
plication. An  application  which  is  so  conditionally  approved  shall 
be  finally  approved  within  5  days  of  the  submission  of  the  certifica- 
tion required  by  clause  (iii)(II). 

(ii)  If  the  Secretary  proposes  to  disapprove  an  application,  the 
Secretary  shall  provide  the  applicant  with  a  written  statement 
specifying — 

(I)  the  deficiencies  which  the  applicant  must  correct  in  order 
to  enable  the  Secretary  to  approve  the  application,  and 

(II)  that  the  applicant  has  60  days  after  receiving  the  state- 
ment to  correct  such  deficiencies. 

(D)  If  the  holder  of  an  application  approved  under  subparagraph 
(C)  for  the  export  of  a  drug  intends  to  export  such  drug  to  a  coun- 
try listed  in  paragraph  (4)  which  is  not  listed  in  such  application, 
such  holder  shall  submit  an  amendment  to  such  application  to  the 
Secretary  not  later  than  30  days  before  the  date  of  the  proposed 
export  to  such  country  identifying  the  country  to  which  the  holder 
intends  to  export  such  drug  and  containing  information  sufficient 
to  show  that  the  drug  is  approved  by  such  country  and  has  not 
been  withdrawn  from  sale  in  such  country.  The  Secretary  shall  ap- 
prove or  disapprove  the  export  of  such  drug  to  such  country  within 
15  days  of  the  receipt  of  the  notice  required  by  this  subparagraph. 

(4)(A)  The  countries  to  which  a  drug  may  be  exported  under 
paragraph  (1)  are — 

(i)  Australia, 

(ii)  Austria, 

(iii)  Belgium, 

(iv)  Canada, 

(v)  Denmark, 

(vi)  Federal  Republic  of  Germany, 

(vii)  Finland, 

(viii)  France, 

(ix)  Iceland, 

(x)  Ireland, 

(xi)  Italy, 

(xii)  Japan, 

(xiii)  Luxembourg, 

(xiv)  The  Netherlands, 

(xv)  New  Zealand, 

(xvi)  Norway, 

(xvii)  Portugal, 

(xviii)  Spain, 
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(xix)  Sweden, 

(xx)  Switzerland,  and 

(xxi)  The  United  Kingdom. 

(B)  Changes  in  the  list  contained  in  subparagraph  (A)  shall  be 
based  on  the  following  criteria: 

(i)  Statutory  or  regulatory  requirements  which  require  the 
review  of  drugs  for  safety  and  effectiveness  by  an  entity  of  the 
government  of  such  country  and  which  authorize  the  approval 
of  only  those  drugs  which  have  been  determined  to  be  safe  and 
effective  by  experts  employed  by  or  acting  on  behalf  of  such 
entity  and  qualified  by  scientific  training  and  experience  to 
evaluate  the  safety  and  effectiveness  of  drugs  on  the  basis  of 
adequate  and  well-controlled  investigations,  including  clinical 
investigations,  conducted  by  experts  qualified  by  scientific 
training  and  experience  to  evaluate  the  safety  and  effective- 
ness of  drugs. 

(ii)  Statutory  or  regulatory  requirements  that  the  methods 
used  in,  and  the  facilities  and  controls  used  for,  the  manufac- 
ture, processing,  and  packing  of  drugs  in  the  country  are  ade- 
quate to  preserve  their  identity,  quality,  purity,  and  strength. 

(iii)  Statutory  or  regulatory  requirements  for  the  reporting  of 
adverse  reactions  to  drugs  and  procedures  to  withdraw 
approval  and  remove  drugs  found  not  to  be  safe  or  effective. 

(iv)  Statutory  or  regulatory  requirements  that  the  labeling 
and  promotion  of  drugs  must  be  in  accordance  with  the 
approval  of  the  drug. 

(c)  (1)  The  holder  of  an  approved  application  under  subsection  (b) 
authorizing  the  export  of  a  drug  shall  report  to  the  Secretary — 

(A)  any  withdrawal  of  an  approval  of  the  drug  by  any  coun- 
try to  which  it  has  been  exported, 

(B)  any  withdrawal  of  the  drug  from  sale  in  any  such  coun- 
try, 

(C)  the  withdrawal  of  an  application  by  the  holder  under  sec- 
tion 505  or  512,  section  351  of  the  Public  Health  Service  Act,  or 
the  Virus-Serum  Toxin  Act,  and 

(D)  the  receipt  of  any  credible  information  indicating  that 
the  drug  is  being  or  may  have  been  exported  from  a  country 
listed  under  subsection  (b)(4)  to  a  country  which  is  not  listed 
under  such  subsection. 

The  reporting  of  an  event  described  in  subparagraph  (A),  (B),  or  (C) 
shall  be  made  within  15  days  of  the  occurrence  of  the  event  and 
the  reporting  of  the  receipt  of  information  under  subparagraph  (D) 
shall  be  made  within  15  days  of  the  receipt  of  such  information. 

(2)  The  holder  of  an  approved  application  under  subsection  (b)  au- 
thorizing the  export  of  a  drug  shall  report  annually  to  the  Secre- 
tary after  the  date  of  the  approval  of  the  application  of  the  actions 
taken  by  the  holder  in  pursuit  of  the  approval  of  such  drug  during 
the  year  reported  on.  Not  later  than  90  days  from  the  date  of  the 
receipt  of  a  report  under  this  paragraph  the  Secretary  shall  deter- 
mine if  the  holder  is  actively  pursuing  the  approval  of  such  drug. 

(d)  A  drug  authorized  to  be  exported  to  a  country  under  an  appli- 
cation approved  under  subsection  (b)  may  not  be  exported  to  such 
country  if — 
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(1)  an  approval  of  such  drug  is  withdrawn  by  such  country, 

(2)  the  drug  is  withdrawn  from  sale  in  such  country, 

(3)  the  Secretary  issues  an  order  refusing  to  approve  an  ap- 
plication of  the  holder  of  such  application  under  section  505  or 
512,  section  351  of  the  Public  Health  Service  Act,  or  the  Virus- 
Serum  Toxin  Act,  or 

(4)  an  application  for  such  drug  under  such  section  or  Act  is 
withdrawn  or  if  an  exemption  for  such  drug  under  section 
505(i)  or  512(j)  or  the  authority  granted  for  such  drug  to  pre- 
pare an  experimental  drug  product  under  the  Virus-Serum 
Toxin  Act  is  withdrawn  and  no  application  for  approval  of 
such  drug  has  been  submitted  under  section  505  or  512,  section 
351  of  the  Public  Health  Service  Act,  or  the  Virus-Serum 
Toxin  Act. 

(e)(1)  If  the  Secretary  determines  that — 

(A)  a  drug  for  which  an  application  was  approved  under  sub- 
section (b)  no  longer  complies  with  subparagraphs  (A),  (D),  (E), 
and  (G)  of  paragraph  (1)  of  such  subsection  or  with  paragraph 
(2)  of  such  subsection  or  the  holder  of  such  application  has  not 
made  the  reports  required  by  subsection  (c),  or 

(B)  the  manufacture  of  a  drug  in  the  United  States  for 
export  is  contrary  to  the  public  health  and  safety  of  the  United 
States  and  an  application  for  the  export  of  such  drug  has  been 
approved  under  subsection  (b), 

then  before  taking  action  against  the  holder  of  an  application  for 
which  a  determination  was  made  under  subparagraph  (A)  or  (B), 
the  Secretary  shall  notify  the  holder  in  writing  of  the  determina- 
tion and  provide  the  holder  30  days  to  take  such  action  as  may  be 
required  so  that  the  Secretary  would  be  unable  to  make  such  deter- 
mination. When  the  Secretary  takes  action  against  such  holder  be- 
cause of  such  a  determination,  the  Secretary  shall  provide  the 
holder  a  written  statement  specifying  the  reasons  for  such  determi- 
nation and  provide  the  person,  on  request,  an  opportunity  for  an 
informal  hearing  with  respect  to  such  determination. 

(2)  If  the  Secretary  determines  that  the  approval  of  a  drug  is  not 
being  actively  pursued  as  required  by  subsection  (b)(1)(A),  the  Sec- 
retary shall  give  the  holder  of  the  application  authorizing  the 
export  of  such  drug  60  days  to  assure  that  actions  are  taken  to  ac- 
tively pursue  such  approval.  During  the  60-day  period  the  Secre- 
tary shall  give  the  holder  an  opportunity  for  an  informal  hearing 
on  the  determination  of  the  Secretary.  If  upon  the  expiration  of 
such  60-day  period  the  Secretary  determines  that  approval  of  such 
drug  is  not  being  actively  pursued,  the  Secretary  shall  prohibit  the 
export  of  such  drug. 

(3)  (A)  If  at  any  time  the  Secretary,  or  in  the  absence  of  the  Secre- 
tary the  individual  acting  as  the  Secretary,  determines  that — 

(i)  the  holder  of  an  approved  application  under  subsection  (b) 
is  exporting  a  drug  from  the  United  States  to  an  importer, 

(ii)  such  importer  is  exporting  the  drug  to  a  country  which  is 
not  listed  under  subsection  (b)(4),  and 

(iii)  such  export  presents  an  imminent  hazard  to  the  public 
health  in  such  country, 
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the  Secretary  shall  immediately  prohibit  the  export  of  the  drug  to 
such  importer,  give  the  person  exporting  the  drug  from  the  United 
States  prompt  notice  of  the  determination,  and  afford  such  person 
an  opportunity  for  an  expedited  hearing. 

(B)  The  authority  conferred  by  subparagraph  (A)  shall  not  be  del- 
egated by  the  Secretary.  A  determination  by  the  Secretary  under 
subparagraph  (A)  may  not  be  stayed  pending  final  action  by  a  re- 
viewing court. 

(4)  (A)  If  the  Secretary,  or  in  the  absence  of  the  Secretary  the  in- 
dividual acting  as  the  Secretary,  determines  that  the  holder  of  an 
approved  application  under  subsection  (b)  is  exporting  a  drug  to  a 
country  which  is  not  listed  under  subsection  (b)(4)  and  that  the 
export  of  the  drug  presents  an  imminent  hazard,  the  Secretary 
shall  immediately  prohibit  the  export  of  the  drug  to  such  country, 
give  the  holder  prompt  notice  of  the  determination,  and  afford  the 
holder  an  opportunity  for  an  expedited  hearing. 

(B)  The  authority  conferred  by  subparagraph  (A)  shall  not  be  del- 
egated by  the  Secretary.  A  determination  by  the  Secretary  under 
subparagraph  (A)  may  not  be  stayed  pending  final  action  by  a  re- 
viewing court. 

(5)  If  the  Secretary  receives  credible  evidence  that  the  holder  of 
an  application  approved  under  subsection  (b)  is  exporting  a  drug  to 
a  country  which  is  not  listed  under  subsection  (b)(4),  the  Secretary 
shall  give  the  holder  60  days  to  provide  information  to  the  Secre- 
tary respecting  such  evidence  and  shall  provide  the  holder  an  op- 
portunity for  an  informal  hearing  on  such  evidence.  Upon  the  expi- 
ration of  such  60  days  the  Secretary  shall  prohibit  the  export  of 
such  drug  to  such  country  if  the  Secretary  determines  that  the 
holder  of  the  application  is  exporting  the  drug  to  a  country  which 
is  not  listed  under  subsection  (b)(4). 

(6)  If  the  Secretary  receives  credible  evidence  that  an  importer  is 
exporting  a  drug  to  a  country  which  is  not  listed  under  subsection 
(b)(4),  the  Secretary  shall  notify  the  holder  of  the  application  au- 
thorizing the  export  of  such  drug  of  such  evidence  and  shall  re- 
quire the  holder  to  investigate  the  export  by  such  importer  and  to 
report  to  the  Secretary  within  14  days  of  the  receipt  of  such  notice 
the  findings  of  the  holder.  If  the  Secretary  determines  that  the  im- 
porter has  exported  a  drug  to  such  a  country,  the  Secretary  shall 
prohibit  such  holder  from  exporting  such  drug  to  the  importer 
unless  the  Secretary  determines  that  the  export  by  the  importer 
was  unintentional. 

(f)(1)  A  drug  (including  a  biological  product)  which  is  to  be  used 
in  the  prevention  or  treatment  of  a  tropical  disease  may,  upon 
approval  of  an  application  submitted  under  paragraph  (2),  be  ex- 
ported if — 

(A)  the  Secretary  finds,  based  on  credible  scientific  evidence, 
including  clinical  investigations,  that  the  drug  is  safe  and  ef- 
fective in  the  country  to  which  it  is  to  be  exported  in  the  pre- 
vention or  treatment  of  a  tropical  disease  in  such  country, 

(B)  the  drug  is  manufactured,  processed,  packaged,  and  held 
in  conformity  with  current  good  manufacturing  practice  and  is 
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not  adulterated  under  paragraph  1  (a)(1),  (a)(2)(A),  (a)(3),  (c),  or 
(d)  of  section  501, 

(C)  the  outside  of  the  shipping  package  is  labeled  with  the 
following  statement:  "This  drug  may  be  sold  or  offered  for  sale 
only  in  the  following  countries:  the  blank  space  being 
filled  with  a  list  of  the  countries  to  which  export  of  the  drug  is 
authorized  under  this  subsection, 

(D)  the  drug  is  not  the  subject  of  a  notice  by  the  Secretary  or 
the  Secretary  of  Agriculture  of  a  determination  that  the  manu- 
facture of  the  drug  in  the  United  States  for  export  to  a  country 
is  contrary  to  the  public  health  and  safety  of  the  United 
States,  and 

(E)  the  requirements  of  subparagraphs  (A)  through  (D)  of  sec- 
tion 801(d)(1)  have  been  met. 

(2)  Any  person  may  apply  to  have  a  drug  exported  under  para- 
graph (1).  The  application  shall — 

(A)  describe  the  drug  to  be  exported, 

(B)  list  each  country  to  which  the  drug  is  to  be  exported, 

(C)  contain  a  certification  by  the  applicant  that  the  drug  will 
not  be  exported  to  a  country  for  which  the  Secretary  cannot 
make  a  finding  described  in  paragraph  (1)(A), 

(D)  identify  the  establishments  in  which  the  drug  is  manu- 
factured, and 

(E)  demonstrate  to  the  Secretary  that  the  drug  meets  the  re- 
quirements of  paragraph  (1). 

(3)  The  holder  of  an  approved  application  for  the  export  of  a  drug 
under  this  subsection  shall  report  to  the  Secretary — 

(A)  the  receipt  of  any  information  indicating  that  the  drug  is 
being  or  may  have  been  exported  from  a  country  for  which  the 
Secretary  made  a  finding  under  paragraph  (1)(A)  to  a  country 
for  which  the  Secretary  cannot  make  such  a  finding,  and 

(B)  the  receipt  of  any  information  indicating  any  adverse  re- 
actions to  such  drug. 

(4)  (A)  If  the  Secretary  determines  that — 

(i)  a  drug  for  which  an  application  is  approved  under  para- 
graph (2)  does  not  continue  to  meet  the  requirements  of  para- 
graph (1), 

(ii)  the  holder  of  such  application  has  not  made  the  report 
required  by  paragraph  (3),  or 

(iii)  the  manufacture  of  such  drug  in  the  United  States  for 
export  is  contrary  to  the  public  health  and  safety  of  the  United 
States  and  an  application  for  the  export  of  such  drug  has  been 
approved  under  paragraph  (2), 

then  before  taking  action  against  the  holder  of  an  application  for 
which  a  determination  was  made  under  clause  (i),  (ii),  or  (iii),  the 
Secretary  shall  notify  the  holder  in  writing  of  the  determination 
and  provide  the  holder  30  days  to  take  such  action  as  may  be  re- 
quired so  that  the  Secretary  would  be  unable  to  make  such  deter- 
mination. When  the  Secretary  takes  action  against  such  holder  be- 
cause of  such  a  determination,  the  Secretary  shall  provide  the 
holder  a  written  statement  specifying  the  reasons  for  such  determi- 


1  So  in  original.  Probably  should  be  "subsection" 
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nation  and  provide  the  person,  on  request,  an  opportunity  for  an 
informal  hearing  with  respect  to  such  determination. 

(B)  If  at  any  time  the  Secretary,  or  in  the  absence  of  the  Secre- 
tary the  individual  acting  as  the  Secretary,  determines  that — 

(i)  the  holder  of  an  approved  application  under  paragraph  (2) 
is  exporting  a  drug  from  the  United  States  to  an  importer, 

(ii)  such  importer  is  exporting  the  drug  to  a  country  for 
which  the  Secretary  cannot  make  a  finding  under  paragraph 
(1)(A),  and 

(iii)  such  export  presents  an  imminent  hazard  to  the  public 
health  in  such  country, 

the  Secretary  shall  immediately  prohibit  the  export  of  the  drug  to 
such  importer,  give  the  person  exporting  the  drug  from  the  United 
States  prompt  notice  of  the  determination,  and  afford  such  person 
an  opportunity  for  an  expedited  hearing.  A  determination  by  the 
Secretary  under  this  subparagraph  may  not  be  stayed  pending 
final  action  by  a  reviewing  court.  The  authority  conferred  by  this 
subparagraph  shall  not  be  delegated  by  the  Secretary. 

(C)  If  the  Secretary,  or  in  the  absence  of  the  Secretary  the  indi- 
vidual acting  as  the  Secretary,  determines  that  the  holder  of  an  ap- 
proved application  under  paragraph  (2)  is  exporting  a  drug  to  a 
country  for  which  the  Secretary  cannot  make  a  finding  under  para- 
graph (1)(A),  and  that  the  export  of  the  drug  presents  an  imminent 
hazard,  the  Secretary  shall  immediately  prohibit  the  export  of  the 
drug  to  such  country,  give  the  holder  prompt  notice  of  the  determi- 
nation, and  afford  the  holder  an  opportunity  for  an  expedited  hear- 
ing. A  determination  by  the  Secretary  under  this  subparagraph 
may  not  be  stayed  pending  final  action  by  a  reviewing  court.  The 
authority  conferred  by  this  subparagraph  shall  not  be  delegated  by 
the  Secretary. 

(D)  If  the  Secretary  receives  credible  evidence  that  the  holder  of 
an  application  approved  under  paragraph  (2)  is  exporting  a  drug  to 
a  country  for  which  the  Secretary  cannot  make  a  finding  under 
paragraph  (1)(A),  the  Secretary  shall  give  the  holder  60  days  to  pro- 
vide information  to  the  Secretary  respecting  such  evidence  and 
shall  provide  the  holder  an  opportunity  for  an  informal  hearing  on 
such  evidence.  Upon  the  expiration  of  such  60  days  the  Secretary 
shall  prohibit  the  export  of  such  drug  to  such  country  if  the  Secre- 
tary determines  the  holder  is  exporting  the  drug  to  a  country  for 
which  the  Secretary  cannot  make  a  finding  under  paragraph  (1)(A). 

(E)  If  the  Secretary  receives  credible  evidence  that  an  importer  is 
exporting  a  drug  to  a  country  for  which  the  Secretary  cannot  make 
a  finding  under  paragraph  (1)(A),  the  Secretary  shall  notify  the 
holder  of  the  application  authorizing  the  export  of  such  drug  of 
such  evidence  and  shall  require  the  holder  to  investigate  the  export 
by  such  importer  and  to  report  to  the  Secretary  within  14  days  of 
the  receipt  of  such  notice  the  findings  of  the  holder.  If  the  Secre- 
tary determines  that  the  importer  has  exported  a  drug  to  such  a 
country,  the  Secretary  shall  prohibit  such  holder  from  exporting 
such  drug  to  the  importer  unless  the  Secretary  determines  that  the 
export  by  the  importer  was  unintentional. 

(g)  For  purposes  of  this  section — 
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(1)  a  reference  to  the  Secretary  shall  in  the  case  of  a 
biological  product  which  is  required  to  be  licensed  under  the 
Virus-Serum  Toxin  Act  be  considered  to  be  a  reference  to  the 
Secretary  of  Agriculture,  and 

(2)  a  reference  in  paragraph  (3),  (4),  (5),  or  (6)  of  subsection  (e) 
and  in  subparagraph  (B),  (C),  (D),  or  (E)  of  subsection  (f)(4)  to 
the  holder  of  an  application  shall  be  considered  a  reference  to 
any  person  which  is  under  common  control  with  holder,  is  con- 
trolled by  the  holder,  controls  the  holder,  is  owned  by  the 
holder,  or  owns  the  holder. 

OFFICE  OF  INTERNATIONAL  RELATIONS 

Sec.  803.  [383]  (a)  There  is  established  in  the  Department  of 
Health  and  Human  Services  an  Office  of  International  Relations. 

"(b)  In  carrying  out  the  functions  of  the  office  under  subsection 
(a),  the  Secretary  may  enter  into  agreements  with  foreign  countries 
to  facilitate  commerce  in  devices  between  the  United  States  and 
such  countries  consistent  with  the  requirements  of  this  Act.  In 
such  agreements,  the  Secretary  shall  encourage  the  mutual  recog- 
nition of — 

(1)  good  manufacturing  practice  regulations  promulgated 
under  section  520(f),  and 

(2)  other  regulations  and  testing  protocols  as  the  Secretary 
determines  to  be  appropriate. 

CHAPTER  IX— MISCELLANEOUS 

SEPARABILITY  CLAUSE 

Sec.  901.  [391]  If  any  provision  of  this  Act  is  declared  unconsti- 
tutional, or  the  applicability  thereof  to  any  person  or  circum- 
stances is  held  invalid,  the  constitutionality  of  the  remainder  of  the 
Act  and  the  applicability  thereof  to  other  persons  and  circum- 
stances shall  not  be  affected  thereby. 

EFFECTIVE  DATE  AND  REPEALS 

Sec.  902.  [392]  (a)  This  Act  shall  take  effect  twelve  months 
after  the  date  of  its  enactment.  The  Federal  Food  and  Drug  Act  of 
June  30,  1906,  as  amended  (U.S.C.,  1934  ed.,  title  21,  sees.  1-15), 
shall  remain  in  force  until  such  effective  date,  and  except  as  other- 
wise provided  in  this  subsection,  is  hereby  repealed  effective  upon 
such  date:  Provided,  That  the  provisions  of  section  701  shall 
become  effective  on  the  enactment  of  this  Act,  and  thereafter  the 
Secretary  [of  Agriculture]  is  authorized  hereby  to  (1)  conduct  hear- 
ings and  to  promulgate  regulations  which  shall  become  effective  on 
or  after  the  effective  date  of  this  Act  as  the  Secretary  [of  Agricul- 
ture] shall  direct,  and  (2)  designate  prior  to  the  effective  date  of 
this  Act  food  having  common  or  usual  names  and  exempt  such  food 
from  the  requirements  of  clause  (2)  of  section  403(i)  for  a  reasona- 
ble time  to  permit  the  formulation,  promulgation,  and  effective  ap- 
plication of  definitions  and  standards  of  identity  therefor  as  provid- 
ed by  section  401:  Provided  further,  That  sections  502(j),  505,  and 
601(a),  and  all  other  provisions  of  this  Act  to  the  extent  that  they 
may  relate  to  the  enforcement  of  such  sections,  shall  take  effect  on 
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the  date  of  the  enactment  of  this  Act,  except  that  in  the  case  of  a 
cosmetic  to  which  the  proviso  of  section  601(a)  relates,  such  cosmet- 
ic shall  not,  prior  to  the  ninetieth  day  after  such  date  of  enact- 
ment, be  deemed  adulterated  by  reason  of  the  failure  of  its  label  to 
bear  the  legend  prescribed  in  such  proviso:  Provided  further,  That 
the  Act  of  March  4,  1923  (U.S.C.,  1945  ed.,  title  21,  sec.  321a;  32 
Stat.  1500,  ch.  268),  defining  butter  and  providing  a  standard  there- 
for; the  Act  of  July  24,  1919  (U.S.C.,  1946  ed.,  title  21,  sec.  321b;  41 
Stat.  271,  ch.  26),  defining  wrapped  meats  as  in  package  form;  and 
the  amendment  to  the  Food  and  Drug  Act,  section  10A,  approved 
August  27,  1935  (U.S.C.,  1946  ed.,  title  21,  sec.  372a  [49  Stat.  871,  ch. 
739]),  shall  remain  in  force  and  effect  and  be  applicable  to  the  pro- 
visions of  this  Act. 

(b)  Meats  and  meat  food  products  shall  be  exempt  from  the  provi- 
sions of  this  Act  to  the  extent  of  the  application  or  the  extension 
thereto  of  the  Meat  Inspection  Act,  approved  March  4,  1907,  as 
amended  (U.S.C.,  1946  ed.,  title  21,  sees.  71-96;  34  Stat.  1260  et  seqX 

(c)  Nothing  contained  in  this  Act  shall  be  construed  as  in  any 
way  affecting,  modifying,  repealing,  or  superseding  the  provisions 
of  section  351  of  Public  Health  Service  Act  (relating  to  viruses, 
serums,  toxins,  and  analogous  products  applicable  to  man);  the 
virus,  serum,  toxin,  and  analogous  products  provisions,  applicable 
to  domestic  animals,  of  the  Act  of  Congress  approved  March  4,  1913 
(37  Stat.  832-833);  the  Filled  Cheese  Act  of  June  6,  1896  (U.S.C., 
1946  ed.,  title  26,  ch.  17,  sees.  2350-2362);  the  Filled  Milk  Act  of 
March  4,  1923  (U.S.C.  1946  ed.,  title  21,  ch.  3,  sees.  61-64);  or  the 
Import  Milk  Act  of  February  15,  1927  (U.S.C,  1946  ed.,  title  21,  ch. 
4,  sees.  141-149). 

(Approved  June  25,  1938.) 

SEC.  903.  [393]  FOOD  AND  DRUG  ADMINISTRATION. 

(a)  In  General. — There  is  established  in  the  Department  of 
Health  and  Human  Services  the  Food  and  Drug  Administration 
(hereinafter  in  this  section  referred  to  as  the  " Administration"). 

(b)  Commissioner. — 

(1)  Appointment.— There  shall  be  in  the  Administration  a 
Commissioner  of  Food  and  Drugs  (hereinafter  in  this  section 
referred  to  as  the  "Commissioner")  who  shall  be  appointed  by 
the  President  by  and  with  the  advice  and  consent  of  the 
Senate. 

(2)  General  powers. — The  Secretary,  through  the  Commis- 
sioner, shall  be  responsible  for  executing  this  Act  and  for — 

(A)  providing  overall  direction  to  the  Food  and  Drug  Ad- 
ministration and  establishing  and  implementing  general 
policies  respecting  the  management  and  operation  of  pro- 
grams and  activities  of  the  Food  and  Drug  Administration; 

(B)  coordinating  and  overseeing  the  operation  of  all  ad- 
ministrative entities  within  the  Administration; 

(C)  research  relating  to  foods,  drugs,  cosmetics,  and  de- 
vices in  carrying  out  this  Act; 

(D)  conducting  educational  and  public  information  pro- 
grams relating  to  the  responsibilities  of  the  Food  and  Drug 
Administration;  and 
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(E)  performing  such  other  functions  as  the  Secretary 
may  prescribe. 

(c)  Technical  and  Scientific  Review  Groups. — The  Secretary 
through  the  Commissioner  of  Food  and  Drugs  may,  without  regard 
to  the  provisions  of  title  5,  United  States  Code,  governing  appoint- 
ments in  the  competitive  service  and  without  regard  to  the  provi- 
sions of  chapter  51  and  subchapter  III  of  chapter  53  of  such  title 
relating  to  classification  and  General  Schedule  pay  rates,  establish 
such  technical  and  scientific  review  groups  as  are  needed  to  carry 
out  the  functions  of  the  Administration,  including  functions  under 
the  Federal  Food,  Drug,  and  Cosmetic  Act,  and  appoint  and  pay  the 
members  of  such  groups,  except  that  officers  and  employees  of  the 
United  States  shall  not  receive  additional  compensation  for  service 
as  members  of  such  groups. 

SEC.  903.  1  [394]  SCIENTIFIC  REVIEW  GROUPS. 

Without  regard  to  the  provisions  of  title  5,  United  States  Code, 
governing  appointments  in  the  competitive  service  and  without 
regard  to  the  provisions  of  chapter  51  and  subchapter  III  of  chapter 
53  of  such  title  relating  to  classification  and  General  Schedule  pay 
rates,  the  Commissioner  of  Food  and  Drugs  may — 

(1)  establish  such  technical  and  scientific  review  groups  as 
are  needed  to  carry  out  the  functions  of  the  Food  and  Drug  Ad- 
ministration (including  functions  prescribed  under  this  Act); 
and 

(2)  appoint  and  pay  the  members  of  such  groups,  except  that 
officers  and  employees  of  the  United  States  shall  not  receive 
additional  compensation  for  service  as  members  of  such 
groups. 


1  Public  Law  101-635  added  a  new  section  903.  Probably  should  have  been  designated  as  "904" 
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Part  A — Short  Title;  Findings  and  Declaration;  Definitions 

SHORT  TITLE 

Sec.  100.  [801n]  This  title  may  be  cited  as  the  "Controlled  Sub- 
stances Act". 

FINDINGS  AND  DECLARATIONS 

Sec.  101.  [801]  The  Congress  makes  the  following  findings  and 
declarations: 

(1)  Many  of  the  drugs  included  within  this  title  have  a  useful  and 
legitimate  medical  purpose  and  are  necessary  to  maintain  the 
health  and  general  welfare  of  the  American  people. 

(2)  The  illegal  importation,  manufacture,  distribution,  and  posses- 
sion and  improper  use  of  controlled  substances  have  a  substantial 
and  detrimental  effect  on  the  health  and  general  welfare  of  the 
American  people. 

(3)  A  major  portion  of  the  traffic  in  controlled  substances  flows 
through  interstate  and  foreign  commerce.  Incidents  of  the  traffic 
which  are  not  an  integral  part  of  the  interstate  or  foreign  flow, 
such  as  manufacture,  local  distribution,  and  possession,  nonetheless 
have  a  substantial  and  direct  effect  upon  interstate  commerce  be- 
cause— 

(A)  after  manufacture,  many  controlled  substances  are  trans- 
ported in  interstate  commerce, 

(B)  controlled  substances  distributed  locally  usually  have 
been  transported  in  interstate  commerce  immediately  before 
their  distribution,  and 

(C)  controlled  substances,  possessed  commonly  flow  through 
interstate  commerce  immediately  prior  to  such  possession. 

(4)  Local  distribution  and  possession  of  controlled  substances  con- 
tribute to  swelling  the  interstate  traffic  in  such  substances. 

(5)  Controlled  substances  manufactured  and  distributed  intra- 
state cannot  be  differentiated  from  controlled  substances  manufac- 
tured and  distributed  interstate.  Thus,  it  is  not  feasible  to  distin- 
guish, in  terms  of  controls,  between  controlled  substances  manufac- 
tured and  distributed  interstate  and  controlled  substances  manu- 
factured and  distributed  intrastate. 

(6)  Feueral  control  of  the  intrastate  incidents  of  the  traffic  in 
controlled  substances  is  essential  to  the  effective  control  of  the 
interstate  incidents  of  such  traffic. 

(7)  The  United  States  is  a  party  to  the  Single  Convention  on  Nar- 
cotic Drugs,  1961,  and  other  international  conventions  designed  to 
establish  effective  control  over  international  and  domestic  traffic  in 
controlled  substances. 
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DEFINITIONS 

Sec.  102.  [802]  As  used  in  this  title: 

(1)  The  term  "addict"  means  any  individual  who  habitually  uses 
any  narcotic  drug  so  as  to  endanger  the  public  morals,  health, 
safety,  or  welfare,  or  who  is  so  far  addicted  to  the  use  of  narcotic 
drugs  as  to  have  lost  the  power  of  self-control  with  reference  to  his 
addiction. 

(2)  The  term  ' "administer"  refers  to  the  direct  application  of  a 
controlled  substance  to  the  body  of  a  patient  or  research  subject 
by- 

(A)  a  practitioner  (or,  in  his  presence,  by  his  authorized 
agent),  or 

(B)  the  patient  or  research  subject  at  the  direction  and  in  the 
presence  of  the  practitioner, 

whether  such  application  be  by  injection,  inhalation,  ingestion,  or 
any  other  means. 

(3)  The  term  '  'agent"  means  an  authorized  person  who  acts  on 
behalf  of  or  at  the  direction  of  a  manufacturer,  distributor,  or  dis- 
penser; except  that  such  term  does  not  include  a  common  or  con- 
tract carrier,  public  warehouseman,  or  employee  of  the  carrier  or 
warehouseman,  when  acting  in  the  usual  and  lawful  course  of  the 
carrier's  or  warehouseman's  business. 

(4)  The  term  "Drug  Enforcement  Administration"  means  the 
Drug  Enforcement  Administration  in  the  Department  of  Justice. 

(5)  The  term  "control"  means  to  add  a  drug  or  other  substance, 
or  immediate  precursor,  to  a  schedule  under  part  B  of  this  title, 
whether  by  transfer  from  another  schedule  or  otherwise. 

(6)  The  term  "controlled  substance"  means  a  drug  or  other  sub- 
stance, or  immediate  precursor,  included  in  schedule  I,  II,  III,  IV, 
or  V  of  part  B  of  this  title.  The  term  does  not  include  distilled  spir- 
its, wine,  malt  beverages,  or  tobacco,  as  those  terms  are  defined  or 
used  in  subtitle  E  of  the  Internal  Revenue  Code  of  1954. 

(7)  The  term  "counterfeit  substance"  means  a  controlled  sub- 
stance which,  or  the  container  or  labeling  of  which,  without  au- 
thorization, bears  the  trademark,  trade  name,  or  other  identifying 
mark,  imprint,  number,  or  device,  or  any  likeness  thereof,  of  a 
manufacturer,  distributor,  or  dispenser  other  than  the  person  or 
persons  who  in  fact  manufactured,  distributed,  or  dispensed  such 
substance  and  which  thereby  falsely  purports  or  is  represented  to 
be  the  product  of,  or  to  have  been  distributed  by,  such  other  manu- 
facturer, distributor,  or  dispenser. 

(8)  The  terms  "deliver"  or  "delivery"  mean  the  actual,  construc- 
tive, or  attempted  transfer  of  a  controlled  substance  or  a  listed 
chemical,  whether  or  not  there  exists  an  agency  relationship. 

(9)  The  term  "depressant  or  stimulant  substance"  means — 

(A)  a  drug  which  contains  any  quantity  of  (i)  barbituric  acid 
or  any  of  the  salts  of  barbituric  acid;  or  (ii)  any  derivative  of 
barbituric  acid  which  has  been  designated  by  the  Secretary  as 
habit  forming  under  section  502(d)  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  (21  U.S.C.  352(d));  or 

(B)  a  drug  which  contains  any  quantity  of  (i)  amphetamine 
or  any  of  its  optical  isomers;  (ii)  any  salt  of  amphetamine  or 
any  salt  of  an  optical  isomer  of  amphetamine;  or  (iii)  any  sub- 
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stance  which  the  Attorney  General,  after  investigation,  has 
found  to  be,  and  by  regulation  designated  as,  habit  forming  be- 
cause of  its  stimulant  effect  on  the  central  nervous  system;  or 

(C)  lysergic  acid  diethylamide;  or 

(D)  any  drug  which  contains  any  quantity  of  a  substance 
which  the  Attorney  General,  after  investigation,  has  found  to 
have,  and  by  regulation  designated  as  having,  a  potential  for 
abuse  because  of  its  depressant  or  stimulant  effect  on  the  cen- 
tral nervous  system  or  its  hallucinogenic  effect. 

(10)  The  term  "dispense"  means  to  deliver  a  controlled  substance 
to  an  ultimate  user  or  research  subject  by,  or  pursuant  to  the 
lawful  order  of,  a  practitioner,  including  the  prescribing  and  ad- 
ministering of  a  controlled  substance  and  the  packaging,  labeling, 
or  compounding  necessary  to  prepare  the  substance  for  such  deliv- 
ery. The  term  "dispenser"  means  a  practitioner  who  so  delivers  a 
controlled  substance  to  an  ultimate  user  or  research  subject. 

(11)  The  term  "distribute"  means  to  deliver  (other  than  by  ad- 
ministering or  dispensing)  a  controlled  substance  or  a  listed  chemi- 
cal. The  term  "distributor"  means  a  person  who  so  delivers  a  con- 
trolled substance  or  a  listed  chemical. 

(12)  The  term  "drug"  has  the  meaning  given  that  term  by  section 
201(g)(1)  of  the  Federal  Food,  Drug,  and  Cosmetic  Act. 

(13)  The  term  "felony"  means  any  Federal  or  State  offense  classi- 
fied by  applicable  Federal  or  State  law  as  a  felony. 

(14)  The  term  "isomer"  means  the  optical  isomer,  except  as  used 
in  schedule  1(c)  and  schedule  11(a)(4).  As  used  in  schedule  1(c),  the 
term  "isomer"  means  any  optical,  positional,  or  geometric  isomer. 
As  used  in  schedule  11(a)(4),  the  term  "isomer"  means  any  optical 
or  geometric  isomer. 

(15)  The  term  "manufacture"  means  the  production,  preparation, 
propagation,  compounding,  or  processing  of  a  drug  or  other  sub- 
stance, either  directly  or  indirectly  or  by  extraction  from  sub- 
stances of  natural  origin,  or  independently  by  means  of  chemical 
synthesis  or  by  a  combination  of  extraction  and  chemical  synthesis, 
and  includes  any  packaging  or  repackaging  of  such  substance  or  la- 
beling or  relabeling  of  its  container;  except  that  such  term  does  not 
include  the  preparation,  compounding,  packaging,  or  labeling  of  a 
drug  or  other  substance  in  conformity  with  applicable  State  or 
local  law  by  a  practitioner  as  an  incident  to  his  administration  or 
dispensing  of  such  drug  or  substance  in  the  course  of  his  profes- 
sional practice.  The  term  "manufacturer"  means  a  person  who 
manufactures  a  drug  or  other  substance. 

(16)  The  term  "marihuana"  means  all  parts  of  the  plant  Canna- 
bis sativa  L.,  whether  growing  or  not;  the  seeds  thereof;  the  resin 
extracted  from  any  part  of  such  plant;  and  every  compound,  manu- 
facture, salt,  derivative,  mixture,  or  preparation  of  such  plant,  its 
seeds  or  resin.  Such  term  does  not  include  the  mature  stalks  of 
such  plant,  fiber  produced  from  such  stalks,  oil  or  cake  made  from 
the  seeds  of  such  plant,  any  other  compound,  manufacture,  salt,  de- 
rivative, mixture,  or  preparation  of  such  mature  stalks  (except  the 
resin  extracted  therefrom),  fiber,  oil,  or  cake,  or  the  sterilized  seed 
of  such  plant  which  is  incapable  of  germination. 
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(17)  The  term  "narcotic  drug"  means  any  of  the  following  wheth- 
er produced  directly  or  indirectly  by  extraction  from  substances  of 
vegetable  origin,  or  independently  by  means  of  chemical  synthesis, 
or  by  a  combination  of  extraction  and  chemical  synthesis: 

(A)  Opium,  opiates,  derivatives  of  opium  and  opiates,  includ- 
ing their  isomers,  esters,  whenever  the  existence  of  such  iso- 
mers, esters,  ethers,  and  salts  is  possible  within  the  specific 
chemical  designation.  Such  term  does  not  include  the  isoquino- 
line  alkaloids  of  opium. 

(B)  Poppy  straw  and  concentrate  of  poppy  straw. 

(C)  Coca  leaves,  except  coca  leaves  and  extracts  of  coca 
leaves  from  which  cocaine,  ecgonine,  and  derivatives  of  ecgo- 
nine  or  their  salts  have  been  removed. 

(D)  Cocaine,  its  salts,  optical  and  geometric  isomers,  and 
salts  of  isomers. 

(E)  Ecgonine,  its  derivatives,  their  salts,  isomers,  and  salts  of 
isomers. 

(F)  Any  compound,  mixture,  or  preparation  which  contains 
any  quantity  of  any  of  the  substances  referred  to  in  subpara- 
graphs (A)  through  (E). 

(18)  The  term  "opiate"  means  any  drug  or  other  substance 
having  an  addiction-forming  or  addiction-sustaining  liability  simi- 
lar to  morphine  or  being  capable  of  conversion  into  a  drug  having 
such  addiction-forming  or  addiction-sustaining  liability. 

(19)  The  term  "opium  poppy"  means  the  plant  of  the  species  Pa- 
paver  somniferum  L.,  except  the  seed  thereof. 

(20)  The  term  ' 'poppy  straw"  means  all  parts,  except  the  seeds,  of 
the  opium  poppy,  after  mowing. 

(21)  The  term  "practitioner"  means  a  physician,  dentist,  veteri- 
narian, scientific  investigator,  pharmacy,  hospital,  or  other  person 
licensed,  registered,  or  otherwise  permitted,  by  the  United  States 
or  the  jurisdiction  in  which  he  practices  or  does  research,  to  dis- 
tribute, dispense,  conduct  research  with  respect  to,  administer,  or 
use  in  teaching  or  chemical  analysis,  a  controlled  substance  in  the 
course  of  professional  practice  or  research. 

(22)  The  term  "production"  includes  the  manufacture,  planting, 
cultivation,  growing,  or  harvesting  of  a  controlled  substance. 

(23)  The  term  "immediate  precursor"  means  a  substance — 

(A)  which  the  Attorney  General  has  found  to  be  and  by  regu- 
lation designated  as  being  the  principal  compound  used,  or  pro- 
duced primarily  for  use,  in  the  manufacture  of  a  controlled 
substance; 

(B)  which  is  an  immediate  chemical  intermediary  used  or 
likely  to  be  used  in  the  manufacture  of  such  controlled  sub- 
stance; and 

(C)  the  control  of  which  is  necessary  to  prevent,  curtail,  or 
limit  the  manufacture  of  such  controlled  substance. 

(24)  The  term  "Secretary",  unless  the  context  otherwise  indi- 
cates, means  the  Secretary  of  Health,  Education,  and  Welfare. 

(25)  The  term  "serious  bodily  injury"  means  bodily  injury  which 
involves — 

(A)  a  substantial  risk  of  death; 

(B)  protracted  and  obvious  disfigurement;  or 
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(C)  protracted  loss  or  impairment  of  the  function  of  a  bodily 
member,  or  organ,  or  mental  faculty. 

(26)  The  term  ' 'State"  means  any  State,  territory,  or  possession  of 
the  United  States,  the  District  of  Columbia,  the  Commonwealth  of 
Puerto  Rico,  the  Trust  Territory  of  the  Pacific  Islands,  and  the 
Canal  Zone. 

(27)  The  term  '  'ultimate  user"  means  a  person  who  has  lawfully 
obtained,  and  who  possesses,  a  controlled  substance  for  his  own  use 
or  for  the  use  of  a  member  of  his  household  or  for  an  animal  owned 
by  him  or  by  a  member  of  his  household. 

(28)  The  term  "United  States",  when  used  in  a  geographic  sense, 
means  all  places  and  waters,  continental  or  insular,  subject  to  the 
jurisdiction  of  the  United  States. 

(29)  The  term  '  'maintenance  treatment"  means  the  dispensing, 
for  a  period  in  excess  of  twenty-one  days,  of  a  narcotic  drug  in  the 
treatment  of  an  individual  for  dependence  upon  heroin  or  other 
morphine-like  drugs. 

(30)  The  term  "detoxification  treatment"  means  the  dispensing, 
for  a  period  not  in  excess  of  one  hundred  and  eighty  days,  of  a  nar- 
cotic drug  in  decreasing  doses  to  an  individual  in  order  to  alleviate 
adverse  physiological  or  psychological  effects  incident  to  withdraw- 
al from  the  continuous  or  sustained  use  of  a  narcotic  drug  and  as  a 
method  of  bringing  the  individual  to  a  narcotic  drug-free  state 
within  such  period. 

(31)  The  term  "Convention  on  Psychotropic  Substances"  means 
the  Convention  on  Psychotropic  Substances  signed  at  Vienna,  Aus- 
tria, on  February  21,  1971;  and  the  term  "Single  Convention  on 
Narcotic  Drugs"  means  the  Single  Convention  on  Narcotic  Drugs 
signed  at  New  York,  New  York,  on  March  30,  1961. 

(32)  (A)  Except  as  provided  in  subparagraph  (B),  the  term  "con- 
trolled substance  analogue"  means  a  substance — 

(i)  the  chemical  structure  of  which  is  substantially  similar  to 
the  chemical  structure  of  a  controlled  substance  in  schedule  I 
or  II; 

(ii)  which  has  a  stimulant,  depressant,  or  hallucinogenic 
effect  on  the  central  nervous  system  that  is  substantially  simi- 
lar to  or  greater  than  the  stimulant,  depressant,  or  hallucino- 
genic effect  on  the  central  nervous  system  of  a  controlled  sub- 
stance in  schedule  I  or  II;  or 

(iii)  with  respect  to  a  particular  person,  which  such  person 
represents  or  intends  to  have  a  stimulant,  depressant,  or  hallu- 
cinogenic effect  on  the  central  nervous  system  that  is  substan- 
tially similar  to  or  greater  than  the  stimulant,  depressant,  or 
hallucinogenic  effect  on  the  central  nervous  system  of  a  con- 
trolled substance  in  schedule  I  or  II. 

(B)  Such  term  does  not  include — 

(i)  a  controlled  substance; 

(ii)  any  substance  for  which  there  is  an  approved  new  drug 
application; 

(iii)  with  respect  to  a  particular  person  any  substance,  if  an 
exemption  is  in  effect  for  investigational  use,  for  that  person, 
under  section  505  of  the  Federal  Food,  Drug,  and  Cosmetic  Act 
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(21  U.S.C.  355)  to  the  extent  conduct  with  respect  to  such  sub- 
stance is  pursuant  to  such  exemption;  or 

(iv)  any  substance  to  the  extent  not  intended  for  human  con- 
sumption before  such  an  exemption  takes  effect  with  respect  to 
that  substance. 

(33)  The  term  ' 'listed  chemical"  means  any  listed  precursor 
chemical  or  listed  essential  chemical. 

(34)  The  term  ' 'listed  precursor  chemical"  means  a  chemical  spec- 
ified by  regulation  to  the  Attorney  General  as  a  chemical  that  is 
used  in  manufacturing  a  controlled  substance  in  violation  of  this 
title  and  is  critical  to  the  creation  of  the  controlled  substances,  and 
such  term  includes  (until  otherwise  specified  by  regulation  of  the 
Attorney  General,  as  considered  appropriate  by  the  Attorney  Gen- 
eral or  upon  petition  to  the  Attorney  General  by  any  person)  the 
following: 

(A)  Anthranilic  acid  and  its  salts. 

(B)  Benzyl  cyanide. 

(C)  Ephedrine,  its  salts,  optical  isomers,  and  salts  of  optical 
isomers. 

(D)  Ergonovine  and  its  salts. 

(E)  Ergotamine  and  its  salts. 

(F)  N-Acetylanthranilic  acid  and  its  salts. 

(G)  Norpseudoephedrine,  its  salts,  optical  isomers,  and  salts 

of 

(H)  Phenylacetic  acid  and  its  salts. 

(I)  Phenylpropanolamine,  its  salts,  optical  isomers,  and  salts 
of  optical  isomers. 

(J)  Piperidine  and  its  salts. 

(K)  Pseudoephedrine,  its  salts,  optical  isomers,  and  salts  of 
optical  isomers. 
(L)  3,4-Methylenedioxyphenyl-2-propanone. 
(M)  Methylamine. 
(N)  Ethylamine. 
(O)  D-lysergic  acid. 
(P)  Propionic  anhydride. 
(Q)  Insosafrole. 
(R)  Safrole. 
(S)  Piperonal. 
(T)  N-Methylepherdrine. 
(U)  N-ethylephedrine. 
(V)  N-methylpseudoephedrine. 
(W)  N-ethylpseudoephedrine. 
(X)  Hydriotic  acid. 

(Y)  Any  salt,  optical  isomer,  or  salt  of  an  optical  isomer  of 
the  chemicals  listed  in  subparagraphs  (M)  through  (X)  of  this 
paragraph. 

(35)  The  term  "listed  essential  chemical"  means  a  chemical  speci- 
fied by  regulation  of  the  Attorney  General  as  a  chemical  that  is 
used  as  a  solvent,  reagent,  or  catalyst  in  manufacturing  a  con- 
trolled substance  in  violation  of  this  title,  and  such  term  includes 
(until  otherwise  specified  by  regulation  of  the  Attorney  General,  as 
considered  appropriate  by  the  Attorney  General  or  upon  petition  to 
the  Attorney  General  by  any  person)  the  following  chemicals: 
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(A)  Acetic  anhydride. 

(B)  Acetone. 

(C)  Benzyl  chloride. 

(D)  Ethyl  ether. 

[Sec.  102(35)(E)  was  repealed  Nov.  19,  1990,  by  P.L.  101-647,  sec. 
2301(b)] 

(F)  Potassium  permanaganate. 

(G)  2-Butanone. 

(H)  Toluene. 

(36)  The  term  ' 'regular  customer"  means,  with  respect  to  a  regu- 
lated person,  a  customer  with  whom  the  regulated  person  has  an 
established  business  relationship  that  is  reported  to  the  Attorney 
General. 

(37)  The  term  "regular  supplier"  means,  with  respect  to  a  regu- 
lated person,  a  supplier  with  whom  the  regulated  person  has  an  es- 
tablished business  relationship  that  is  reported  to  the  Attorney 
General. 

(38)  The  term  "regulated  person"  means  a  person  who  manufac- 
tures, distributes,  imports,  or  exports  a  listed  chemical,  a  tableting 
machine,  or  an  encapsulating  machine. 

(39)  The  term  "regulated  transaction"  means — 

(A)  a  distribution,  receipt,  sale,  importation  or  exportation  of 
a  threshold  amount,  including  a  cumulative  threshold  amount 
for  multiple  transactions  (as  determined  by  the  Attorney  Gen- 
eral, in  consultation  with  the  chemical  industry  and  taking 
into  consideration  the  quantities  normally  used  for  lawful  pur- 
poses), of  a  listed  chemical,  except  that  such  term  does  not  in- 
clude— 

(i)  a  domestic  lawful  distribution  in  the  usual  course  of 
business  between  agents  or  employees  of  a  single  regulated 
person; 

(ii)  a  delivery  of  a  listed  chemical  to  or  by  a  common  or 
contract  carrier  for  carriage  in  the  lawful  and  usual  course 
of  the  business  of  the  common  or  contract  carrier,  or  to  or 
by  a  warehouseman  for  storage  in  the  lawful  and  usual 
course  of  the  business  of  the  warehouseman,  except  that  if 
the  carriage  or  storage  is  in  connection  with  the  distribu- 
tion, importation,  or  exportation  of  a  listed  chemical  to  a 
third  person,  this  clause  does  not  relieve  a  distributor,  im- 
porter, or  exporter  from  compliance  with  section  310; 

(iii)  any  category  of  transaction  specified  by  regulation  of 
the  Attorney  General  as  excluded  from  this  definition  as 
unnecessary  for  enforcement  of  this  title  or  title  III; 

(iv)  any  transaction  in  a  listed  chemical  that  is  con- 
tained in  a  drug  that  may  be  marketed  or  distributed  law- 
fully in  the  United  States  under  the  Federal  Food,  Drug, 
and  Cosmetic  Act;  or 

(v)  any  transaction  in  a  chemical  mixture;  and 

(B)  a  distribution,  importation,  or  exportation  of  a  tableting 
machine  or  encapsulating  machine. 

(40)  The  term  "chemical  mixture"  means  a  combination  of  two  or 
more  chemical  substances,  at  least  one  of  which  is  not  a  listed  pre- 
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cursor  chemical  or  a  listed  essential  chemical,  except  that  such 
term  does  not  include  any  combination  of  a  listed  precursor  chemi- 
cal or  a  listed  essential  chemical  with  another  chemical  that  is 
present  solely  as  an  impurity. 

(41)(A)  The  term  "anabolic  steroid"  means  any  drug  or  hor- 
monal substance,  chemically  and  pharmacologically  related  to 
testosterone  (other  than  estrogens,  progestins,  and  corticoster- 
oids) that  promotes  muscle  growth,  and  includes — 

(i)  boldenone, 

(ii)  chlorotestosterone, 

(iii)  clostebol, 

(iv)  dehydrochlormethyltestosterone, 

(v)  dihydrotestosterone, 

(vi)  drostanolone, 

(vii)  ethylestrenol, 

(viii)  fluoxymesterone, 

(ix)  formebulone, 

(x)  mesterolone, 

(xi)  methandienone, 

(xii)  methandranone, 

(xiii)  methandriol, 

(xiv)  methandrostenolone, 

(xv)  methenolone, 

(xvi)  methyltestosterone, 

(xvii)  mibolerone, 

(xviii)  nandrolone, 

(xix)  norethandrolone, 

(xx)  oxandrolone, 

(xxi)  oxymesterone, 

(xxii)  oxymetholone, 

(xxiii)  stanolone, 

(xxiv)  stanozolol, 

(xxv)  testolactone, 

(xxvi)  testosterone, 

(xxvii)  trenbolone,  and 

(xxviii)  any  salt,  ester,  or  isomer  of  a  drug  or  substance 
described  or  listed  in  this  paragraph,  if  that  salt,  ester,  or 
isomer  promotes  muscle  growth. 

(B)(i)  Except  as  provided  in  clause  (ii),  such  term  does  not  in- 
clude an  anabolic  steroid  which  is  expressly  intended  for  ad- 
ministration through  implants  to  cattle  or  other  nonhuman 
species  and  which  has  been  approved  by  the  Secretary  of 
Health  and  Human  Services  for  such  administration. 

(ii)  If  any  person  prescribes,  dispenses,  or  distributes  such 
steroid  for  human  use,  such  person  shall  be  considered  to  have 
prescribed,  dispensed,  or  distributed  an  anabolic  steroid  within 
the  meaning  of  subparagraph  (A). 

Part  B — Authority  To  Control;  Standards  and  Schedules 

AUTHORITY  AND  CRITERIA  FOR  CLASSIFICATION  OF  SUBSTANCES 

Sec.  201.  [811]  (a)  The  Attorney  General  shall  apply  the  provi- 
sions of  this  title  to  the  controlled  substances  listed  in  the  sched- 
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ules  established  by  section  202  of  this  title  and  to  any  other  drug  or 
other  substance  added  to  such  schedules  under  this  title.  Except  as 
provided  in  subsections  (d)  and  (e),  the  Attorney  General  may  by 
rule — 

(1)  add  to  such  a  schedule  or  transfer  between  such  schedules 
any  drug  or  other  substance  if  he — 

(A)  finds  that  such  drug  or  other  substance  has  a  poten- 
tial for  abuse,  and 

(B)  makes  with  respect  to  such  drug  or  other  substance 
the  findings  prescribed  by  subsection  (b)  of  section  202  for 
the  schedule  in  which  such  drug  is  to  be  placed;  or 

(2)  remove  any  drug  or  other  substance  from  the  schedules  if 
he  finds  that  the  drug  or  other  substance  does  not  meet  the  re- 
quirements for  inclusion  in  any  schedule. 

Rules  of  the  Attorney  General  under  this  subsection  shall  be  made 
on  the  record  after  opportunity  for  a  hearing  pursuant  to  the  rule- 
making procedures  prescribed  by  subchapter  II  of  chapter  5  of  title 
5  of  the  United  States  Code.  Proceedings  for  the  issuance,  amend- 
ment, or  repeal  of  such  rules  may  be  initiated  by  the  Attorney 
General  (1)  on  his  own  motion,  (2)  at  the  request  of  the  Secretary, 
or  (3)  on  the  petition  of  any  interested  party. 

(b)  The  Attorney  General  shall,  before  initiating  proceedings 
under  subsection  (a)  to  control  a  drug  or  other  substance  or  to 
remove  a  drug  or  other  substance  entirely  from  the  schedules,  and 
after  gathering  the  necessary  data,  request  from  the  Secretary  a 
scientific  and  medical  evaluation,  and  his  recommendations,  as  to 
whether  such  drug  or  other  substance  should  be  so  controlled  or  re- 
moved as  a  controlled  substance.  In  making  such  evaluation  and 
recommendations,  the  Secretary  shall  consider  the  factors  listed  in 
paragraphs  (2),  (3),  (6),  (7),  and  (8)  of  subsection  (c)  and  any  scientif- 
ic or  medical  considerations  involved  in  paragraphs  (1),  (4),  and  (5) 
of  such  subsection.  The  recommendations  of  the  Secretary  shall  in- 
clude recommendations  with  respect  to  the  appropriate  schedule,  if 
any,  under  which  such  drug  or  other  substance  should  be  listed. 
The  evaluation  and  the  recommendations  of  the  Secretary  shall  be 
made  in  writing  and  submitted  to  the  Attorney  General  within  a 
reasonable  time.  The  recommendations  of  the  Secretary  to  the  At- 
torney General  shall  be  binding  on  the  Attorney  General  as  to  such 
scientific  and  medical  matters,  and  if  the  Secretary  recommends 
that  a  drug  or  other  substance  not  be  controlled,  the  Attorney  Gen- 
eral shall  not  control  the  drug  or  other  substance.  If  the  Attorney 
General  determines  that  these  facts  and  all  other  relevant  data 
constitute  substantial  evidence  of  potential  for  abuse  such  as  to 
warrant  control  or  substantial  evidence  that  the  drug  or  other  sub- 
stance should  be  removed  entirely  from  the  schedules,  he  shall  ini- 
tiate proceedings  for  control  or  removal,  as  the  case  may  be,  under 
subsection  (a). 

(c)  In  making  any  finding  under  subsection  (a)  of  this  section  or 
under  subsection  (b)  of  section  202,  the  Attorney  General  shall  con- 
sider the  following  factors  with  respect  to  each  drug  or  other  sub- 
stance proposed  to  be  controlled  or  removed  from  the  schedules: 

(1)  Its  actual  or  relative  potential  for  abuse. 

(2)  Scientific  evidence  of  its  pharmacological  effect,  if  known. 
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(3)  The  state  of  current  scientific  knowledge  regarding  the 
drug  or  other  substance. 

(4)  Its  history  and  current  pattern  of  abuse. 

(5)  The  scope,  duration,  and  significance  of  abuse. 

(6)  What,  if  any,  risk  there  is  to  the  public  health. 

(7)  Its  psychic  or  physiological  dependence  liability. 

(8)  Whether  the  substance  is  an  immediate  precursor  of  a 
substance  already  controlled  under  this  title. 

(d)(1)  If  control  is  required  by  United  States  obligations  under 
international  treaties,  conventions,  or  protocols  in  effect  on  the  ef- 
fective date  of  this  part,  the  Attorney  General  shall  issue  an  order 
controlling  such  drug  under  the  schedule  he  deems  most  appropri- 
ate to  carry  out  such  obligations,  without  regard  to  the  findings  re- 
quired by  subsection  (a)  of  this  section  or  section  202(b)  and  without 
regard  to  the  procedures  prescribed  by  subsections  (a)  and  (b)  of 
this  section. 

(2)  1  (A)  Whenever  the  Secretary  of  State  receives  notification 
from  the  Secretary-General  of  the  United  Nations  that  information 
has  been  transmitted  by  or  to  the  World  Health  Organization,  pur- 
suant to  article  2  of  the  Convention  on  Psychotropic  Substances, 
which  may  justify  adding  a  drug  or  other  substance  to  one  of  the 
schedules  of  the  Convention,  transferring  a  drug  or  substance  from 
one  schedule  to  another,  or  deleting  it  from  the  schedules,  the  Sec- 
retary of  State  shall  immediately  transmit  the  notice  to  the  Secre- 
tary of  Health,  Education,  and  Welfare  who  shall  publish  it  in  the 
Federal  Register  and  provide  opportunity  to  interested  persons  to 
submit  to  him  comments  respecting  the  scientific  and  medical  eval- 
uations which  he  is  to  prepare  respecting  such  drug  or  substance. 
The  Secretary  of  Health,  Education,  and  Welfare  shall  prepare  for 
transmission  through  the  Secretary  of  State  to  the  World  Health 
Organization  such  medical  and  scientific  evaluations  as  may  be  ap- 
propriate regarding  the  possible  action  that  could  be  proposed  by 
the  World  Health  Organization  respecting  the  drug  or  substance 
with  respect  to  which  a  notice  was  transmitted  under  this  subpara- 
graph. 

(B)  Whenever  the  Secretary  of  State  receives  information  that 
the  Commission  on  Narcotic  Drugs  of  the  United  Nations  proposes 
to  decide  whether  to  add  a  drug  or  other  substance  to  one  of  the 
schedules  of  the  Convention,  transfer  a  drug  or  substance  from  one 
schedule  to  another,  or  delete  it  from  the  schedules,  the  Secretary 
of  State  shall  transmit  timely  notice  to  the  Secretary  of  Health, 
Education,  and  Welfare  of  such  information  who  shall  publish  a 
summary  of  such  information  in  the  Federal  Register  and  provide 
opportunity  to  interested  persons  to  submit  to  him  comments  re- 
specting the  recommendation  which  he  is  to  furnish,  pursuant  to 
this  subparagraph,  respecting  such  proposal.  The  Secretary  of 
Health,  Education,  and  Welfare  shall  evaluate  the  proposal  and 
furnish  a  recommendation  to  the  Secretary  of  State  which  shall  be 
binding  on  the  representative  of  the  United  States  in  discussions 
and  negotiations  relating  to  the  proposal. 


1  Paragraphs  (2)  through  (5)  take  effect  on  the  date  the  Convention  on  Psychotropic  Sub- 
stances, signed  at  Vienna,  Austria  on  February  21,  1971,  enters  into  force  in  respect  to  the 
United  States.  See,  section  112  of  P.L.  95-633. 
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(3)  When  the  United  States  receives  notification  of  a  scheduling 
decision  pursuant  to  article  2  of  the  Convention  on  Psychotropic 
Substances  that  a  drug  or  other  substance  has  been  added  or  trans- 
ferred to  a  schedule  specified  in  the  notification  or  receives  notifi- 
cation (referred  to  in  this  subsection  as  a  "schedule  notice")  that 
existing  legal  controls  applicable  under  this  title  to  a  drug  or  sub- 
stance and  the  controls  required  by  the  Federal  Food,  Drug,  and 
Cosmetic  Act  do  not  meet  the  requirements  of  the  schedule  of  the 
Convention  in  which  such  drug  or  substance  has  been  placed,  the 
Secretary  of  Health,  Education,  and  Welfare,  after  consultation 
with  the  Attorney  General,  shall  first  determine  whether  existing 
legal  controls  under  this  title  applicable  to  the  drug  or  substance 
and  the  controls  required  by  the  Federal  Food,  Drug,  and  Cosmetic 
Act,  meet  the  requirements  of  the  schedule  specified  in  the  notifi- 
cation or  schedule  notice  and  shall  take  the  following  action: 

(A)  If  such  requirements  are  met  by  such  existing  controls 
but  the  Secretary  of  Health,  Education,  and  Welfare  nonethe- 
less believes  that  more  stringent  controls  should  be  applied  to 
the  drug  or  substance,  the  Secretary  shall  recommend  to  the 
Attorney  General  that  he  initiate  proceedings  for  scheduling 
the  drug  or  substance,  pursuant  to  subsections  (a)  and  (b)  of 
this  section,  to  apply  to  such  controls. 

(B)  If  such  requirements  are  not  met  by  such  existing  con- 
trols and  the  Secretary  of  Health,  Education,  and  Welfare  con- 
curs in  the  scheduling  decision  or  schedule  notice  transmitted 
by  the  notification,  the  Secretary  shall  recommend  to  the  At- 
torney General  that  he  initiate  proceedings  for  scheduling  the 
drug  or  substance  under  the  appropriate  schedule  pursuant  to 
subsections  (a)  and  (b)  of  this  section. 

(C)  If  such  requirements  are  not  met  by  such  existing  con- 
trols and  the  Secretary  of  Health,  Education,  and  Welfare  does 
not  concur  in  the  scheduling  decision  or  schedule  notice  trans- 
mitted by  the  notification,  the  Secretary  shall — 

(i)  if  he  deems  that  additional  controls  are  necessary  to 
protect  the  public  health  and  safety,  recommend  to  the  At- 
torney General  that  he  initiate  proceedings  for  scheduling 
the  drug  or  substance  pursuant  to  subsections  (a)  and  (b)  of 
this  section,  to  apply  such  additional  controls; 

(ii)  request  the  Secretary  of  State  to  transmit  a  notice  of 
qualified  acceptance,  within  the  period  specified  in  the 
Convention,  pursuant  to  paragraph  7  of  article  2  of  the 
Convention,  to  the  Secretary-General  of  the  United  Na- 
tions; 

(iii)  request  the  Secretary  of  State  to  transmit  a  notice  of 
qualified  acceptance  as  prescribed  in  clause  (ii)  and  request 
the  Secretary  of  State  to  ask  for  a  review  by  the  Economic 
and  Social  Council  of  the  United  Nations,  in  accordance 
with  paragraph  8  of  article  2  of  the  Convention,  of  the 
scheduling  decision;  or 

(iv)  in  the  case  of  a  schedule  notice,  request  the  Secre- 
tary of  State  to  take  appropriate  action  under  the  Conven- 
tion to  initiate  proceedings  to  remove  the  drug  or  sub- 
stance from  the  schedules  under  the  Convention  or  to 
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transfer  the  drug  or  substance  to  a  schedule  under  the 
Convention  different  from  the  one  specified  in  the  sched- 
ule notice. 

(4)(A)  If  the  Attorney  General  determines,  after  consultation 
with  the  Secretary  of  Health,  Education,  and  Welfare,  that  pro- 
ceedings initiated  under  recommendations  made  under  paragraph 
(B)  or  (C)(i)  of  paragraph  (3)  will  not  be  completed  within  the  time 
period  required  by  paragraph  7  of  article  2  of  the  Convention,  the 
Attorney  General,  after  consultation  with  the  Secretary  and  after 
providing  interested  persons  opportunity  to  submit  comments  re- 
specting the  requirements  of  the  temporary  order  to  be  issued 
under  this  sentence,  shall  issue  a  temporary  order  controlling  the 
drug  or  substance  under  schedule  IV  or  V,  whichever  is  most  ap- 
propriate to  carry  out  the  minimum  United  States  obligations 
under  paragraph  7  of  article  2  of  the  Convention.  As  a  part  of  such 
order,  the  Attorney  General  shall,  after  consultation  with  the  Sec 
retary,  except  such  drug  or  substance  from  the  application  of  any 
provision  of  part  C  of  this  title  which  he  finds  is  not  required  to 
carry  out  the  United  States  obligations  under  paragraph  7  of  arti 
cle  2  of  the  Convention.  In  the  case  of  proceedings  initiated  under 
subparagraph  (B)  of  paragraph  (3),  the  Attorney  General,  concur 
rently  with  the  issuance  of  such  order,  shall  request  the  Secretary 
of  State  to  transmit  a  notice  of  qualified  acceptance  to  the  Secre 
tary-General  of  the  United  Nations  pursuant  to  paragraph  7  of  ar 
ticle  2  of  the  Convention.  A  temporary  order  issued  under  this  sub 
paragraph  controlling  a  drug  or  other  substance  subject  to  proceed 
ings  initiated  under  subsections  (a)  and  (b)  of  this  section  shal 
expire  upon  the  effective  date  of  the  application  to  the  drug  or  sub 
stance  of  the  controls  resulting  from  such  proceedings. 

(B)  After  a  notice  of  qualified  acceptance  of  a  scheduling  decision 
with  respect  to  a  drug  or  other  substance  is  transmitted  to  the  Sec 
retary-General  of  the  United  Nations  in  accordance  with  clause  (ii) 
or  (iii)  of  paragraph  (3)(C)  or  after  a  request  has  been  made  under 
clause  (iv)  of  such  paragraph  with  respect  to  a  drug  or  substance 
described  in  a  schedule  notice,  the  Attorney  General,  after  consul- 
tation with  the  Secretary  of  Health,  Education,  and  Welfare  and 
after  providing  interested  persons  opportunity  to  submit  comments 
respecting  the  requirements  of  the  order  to  be  issued  under  this 
sentence,  shall  issue  an  order  controlling  the  drug  or  substance 
under  schedule  IV  or  V,  whichever  is  most  appropriate  to  carry  out 
the  minimum  United  States  obligations  under  paragraph  7  of  arti- 
cle 2  of  the  Convention  in  the  case  of  a  drug  or  substance  for  which 
a  notice  of  qualified  acceptance  was  transmitted  or  whichever  the 
Attorney  General  determines  is  appropriate  in  the  case  of  a  drug 
or  substance  described  in  a  schedule  notice.  As  a  part  of  such 
order,  the  Attorney  General  shall,  after  consultation  with  the  Sec- 
retary, except  such  drug  or  substance  from  the  application  of  any 
provision  of  part  C  of  this  title  which  he  finds  is  not  required  to 
carry  out  the  United  States  obligations  under  paragraph  7  of  arti- 
cle 2  of  the  Convention.  If,  as  a  result  of  a  review  under  paragraph 
8  of  article  2  of  the  Convention  of  the  scheduling  decision  with  re- 
spect to  which  a  notice  of  qualified  acceptance  was  transmitted  in  ! 
accordance  with  clause  (ii)  or  (iii)  of  paragraph  (3)(C) — 
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(i)  the  decision  is  reversed,  and 

(ii)  the  drug  or  substance  subject  to  such  decision  is  not  re- 
quired to  be  controlled  under  schedule  IV  or  V  to  carry  out  the 
minimum  United  States  obligations  under  paragraph  7  of  arti- 
cle 2  of  the  Convention, 

the  order  issued  under  this  subparagraph  with  respect  to  such  drug 
or  substance  shall  expire  upon  receipt  by  the  United  States  of  the 
review  decision.  If,  as  a  result  of  action  taken  pursuant  to  action 
initiated  under  a  request  transmitted  under  clause  (iv)  of  para- 
graph (3)(C),  the  drug  or  substance  with  respect  to  which  such 
action  was  taken  is  not  required  to  be  controlled  under  schedule  IV 
or  V,  the  order  issued  under  this  paragraph  with  respect  to  such 
drug  or  substance  shall  expire  upon  receipt  by  the  United  States  of 
a  notice  of  the  action  taken  with  respect  to  such  drug  or  substance 
under  the  Convention. 

(C)  An  order  issued  under  subparagraph  (A)  or  (B)  may  be  issued 
without  regard  to  the  findings  required  by  subsection  (a)  of  this  sec- 
tion or  by  section  202(b)  and  without  regard  to  the  procedures  pre- 
scribed by  subsection  (a)  or  (b)  of  this  section. 

(5)  Nothing  in  the  amendments  made  by  the  Psychotropic  Sub- 
stances Act  of  1978  or  the  regulations  or  orders  promulgated  there- 
under shall  be  construed  to  preclude  requests  by  the  Secretary  of 
Health,  Education,  and  Welfare  or  the  Attorney  General  through 
the  Secretary  of  State,  pursuant  to  article  2  or  other  applicable 
provisions  of  the  Convention,  for  review  of  scheduling  decisions 
under  such  Convention,  based  on  new  or  additional  information. 

(e)  The  Attorney  General  may,  without  regard  to  the  findings  re- 
quired by  subsection  (a)  of  this  section  or  section  202(b)  and  without 
regard  to  the  procedures  prescribed  by  subsections  (a)  and  (b)  of 
this  section,  place  an  immediate  precursor  in  the  same  schedule  in 
which  the  controlled  substance  of  which  it  is  an  immediate  precur- 
sor is  placed  or  in  any  other  schedule  with  a  higher  numerical  des- 
ignation. If  the  Attorney  General  designates  a  substance  as  an  im- 
mediate precursor  and  places  it  in  a  schedule,  other  substances 
shall  not  be  placed  in  a  schedule  solely  because  they  are  its  precur- 
sors. 

(f)  If,  at  the  time  a  new-drug  application  is  submitted  to  the  Sec- 
retary for  any  drug  having  a  stimulant,  depressant,  or  hallucino- 
genic effect  on  the  central  nervous  system,  it  appears  that  such 
drug  has  an  abuse  potential,  such  information  shall  be  forwarded 
by  the  Secretary  to  the  Attorney  General. 

(g)  (1)  The  Attorney  General  shall  by  regulation  exclude  any  non- 
narcotic substance  from  a  schedule  if  such  substance  may,  under 
the  Federal  Food,  Drug,  and  Cosmetic  Act,  be  lawfully  sold  over 
the  counter  without  a  prescription. 

(2)  Dextromethorphan  shall  not  be  deemed  to  be  included  in  any 
schedule  by  reason  of  enactment  of  this  title  unless  controlled  after 
the  date  of  such  enactment  pursuant  to  the  foregoing  provisions  of 
this  section. 

(3)  The  Attorney  General  may,  by  regulation,  exempt  any  com- 
pound, mixture,  or  preparation  containing  a  controlled  substance 
from  the  application  of  all  or  any  part  of  this  title  if  he  finds  such 
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compound,  mixture,  or  preparation  meets  the  requirements  of  one 
of  the  following  categories: 

(A)  A  mixture,  or  preparation  containing  a  nonnarcotic  con- 
trolled substance,  which  mixture  or  preparation  is  approved 
for  prescription  use,  and  which  contains  one  or  more  other 
active  ingredients  which  are  not  listed  in  any  schedule  and 
which  are  included  there  in  such  combinations,  quantity,  pro- 
portion, or  concentration  as  to  vitiate  the  potential  for  abuse. 

(B)  A  compound,  mixture,  or  preparation  which  contains  any 
controlled  substance,  which  is  not  for  administration  to  a 
human  being  or  animal,  and  which  is  packaged  in  such  form  or 
concentration,  or  with  adulterants  or  denaturants,  so  that  as 
packaged  it  does  not  present  any  significant  potential  for 
abuse. 

(h)(1)  If  the  Attorney  General  finds  that  the  scheduling  of  a  sub- 
stance in  schedule  I  on  a  temporary  basis  is  necessary  to  avoid  an 
imminent  hazard  to  the  public  safety,  he  may,  by  order  and  with- 
out regard  to  the  requirements  of  subsection  (b)  relating  to  the  Sec- 
retary of  Health  and  Human  Services,  schedule  such  substance  in 
schedule  I  if  the  substance  is  not  listed  in  any  other  schedule  in 
section  202  or  if  no  exemption  or  approval  is  in  effect  for  the  sub- 
stance under  section  505  of  the  Federal  Food,  Drug,  and  Cosmetic 
Act.  Such  an  order  may  not  be  issued  before  the  expiration  of 
thirty  days  from — 

(A)  the  date  of  the  publication  by  the  Attorney  General  of  a 
notice  in  the  Federal  Register  of  the  intention  to  issue  such 
order  and  the  grounds  upon  which  such  order  is  to  be  issued, 
and 

(B)  the  date  the  Attorney  General  has  transmitted  the  notice 
required  by  paragraph  (4). 

(2)  The  scheduling  of  a  substance  under  this  subsection  shall 
expire  at  the  end  of  one  year  from  the  date  of  the  issuance  of  the 
order  scheduling  such  substance,  except  that  the  Attorney  General 
may,  during  the  pendency  of  proceedings  under  subsection  (a)(1) 
with  respect  to  the  substance,  extend  the  temporary  scheduling  for 
up  to  six  months. 

(3)  When  issuing  an  order  under  paragraph  (1),  the  Attorney 
General  shall  be  required  to  consider,  with  respect  to  the  finding  of 
an  imminent  hazard  to  the  public  safety,  only  those  factors  set 
forth  in  paragraphs  (4),  (5),  and  (6)  of  subsection  (c),  including 
actual  abuse,  diversion  from  legitimate  channels,  and  clandestine 
importation,  manufacture,  or  distribution. 

(4)  The  Attorney  General  shall  transmit  notice  of  an  order  pro- 
posed to  be  issued  under  paragraph  (1)  to  the  Secretary  of  Health 
and  Human  Services.  In  issuing  an  order  under  paragraph  (1),  the 
Attorney  General  shall  take  into  consideration  any  comments  sub- 
mitted by  the  Secretary  in  response  to  a  notice  transmitted  pursu- 
ant to  this  paragraph. 

(5)  An  order  issued  under  paragraph  (1)  with  respect  to  a  sub- 
stance shall  be  vacated  upon  the  conclusion  of  a  subsequent  rule- 
making proceeding  initiated  under  subsection  (a)  with  respect  to 
such  substance. 
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(6)  An  order  issued  under  paragraph  (1)  is  not  subject  to  judicial 
review. 

SCHEDULES  OF  CONTROLLED  SUBSTANCES 

Sec.  202.  [812]  (a)  There  are  established  five  schedules  of  con- 
trolled substances,  to  be  known  as  schedules  I,  II,  III,  IV,  and  V. 
Such  schedules  shall  initially  consist  of  the  substances  listed  in  this 
section.  The  schedules  established  by  this  section  shall  be  updated 
and  republished  on  a  semiannual  basis  during  the  two-year  period 
beginning  one  year  after  the  date  of  enactment  of  this  title  and 
shall  be  updated  and  republished  on  an  annual  basis  thereafter. 

(b)  Except  where  control  is  required  by  United  States  obligations 
under  an  international  treaty,  convention,  or  protocol,  in  effect  on 
the  effective  date  of  this  part,  and  except  in  the  case  of  an  immedi- 
ate precursor,  a  drug  or  other  substance  may  not  be  placed  in  any 
schedule  unless  the  findings  required  for  such  schedule  are  made 
with  respect  to  such  drug  or  other  substance.  The  findings  required 
for  each  of  the  schedules  are  as  follows: 

(1)  Schedule  I.— 

(A)  The  drug  or  other  substance  has  a  high  potential  for 
abuse. 

(B)  The  drug  or  other  substance  has  no  currently  accepted 
medical  use  in  treatment  in  the  United  States. 

(C)  There  is  a  lack  of  accepted  safety  for  use  of  the  drug  or 
other  substance  under  medical  supervision. 

(2)  Schedule  II.— 

(A)  The  drug  or  other  substance  has  a  high  potential  for 
abuse. 

(B)  The  drug  or  other  substance  has  a  currently  accepted 
medical  use  in  treatment  in  the  United  States  or  a  currently 
accepted  medical  use  with  severe  restrictions. 

(C)  Abuse  of  the  drug  or  other  substances  may  lead  to  severe 
psychological  or  physical  dependence. 

(3)  Schedule  III. — 

(A)  The  drug  or  other  substance  has  a  potential  for  abuse 
less  than  the  drugs  or  other  substances  in  schedules  I  and  II. 

(B)  The  drug  or  other  substance  has  a  currently  accepted 
medical  use  in  treatment  in  the  United  States. 

(C)  Abuse  of  the  drug  or  other  substance  may  lead  to  moder- 
ate or  low  physical  dependence  or  high  psychological  depend- 
ence. 

(4)  Schedule  IV.— 

(A)  The  drug  or  other  substance  has  a  low  potential  for 
abuse  relative  to  the  drugs  or  other  substances  in  schedule  III. 

(B)  The  drug  or  other  substance  has  a  currently  accepted 
medical  use  in  treatment  in  the  United  States. 

(C)  Abuse  of  the  drug  or  other  substance  may  lead  to  limited 
physical  dependence  or  psychological  dependence  relative  to 
the  drugs  or  other  substances  in  schedule  III. 

(5)  Schedule  V. — 

(A)  The  drug  or  other  substance  has  a  low  potential  for 
abuse  relative  to  the  drugs  or  other  substances  in  schedule  IV. 
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(B)  The  drug  or  other  substance  has  a  currently  accepted 
medical  use  in  treatment  in  the  United  States. 

(C)  Abuse  of  the  drug  or  other  substance  may  lead  to  limited 
physical  dependence  or  psychological  dependence  relative  to 
the  drugs  or  other  substances  in  schedule  IV. 

(c) 1  Schedules  I,  II,  III,  IV,  and  V  shall,  unless  and  until  amend- 
ed pursuant  to  section  201,  consist  of  the  following  drugs  or  other 
substances,  by  whatever  official  name,  common  or  usual  name, 
chemical  name,  or  brand  name  designated: 

Schedule  I 

(a)  [Opiates]  Unless  specifically  excepted  or  unless  listed  in  an- 
other schedule,  any  of  the  following  opiates,  including  their  iso- 
mers, esters,  ethers,  salts,  and  salts  of  isomers,  esters,  and  ethers, 
whenever  the  existence  of  such  isomers,  esters,  ethers,  and  salts  is 
possible  within  the  specific  chemical  designation: 

(1)  Acetylmethadol. 

(2)  Allylprodine. 

(3)  Alphacetylmathadol. 

(4)  Alphameprodine. 

(5)  Alphamethadol. 

(6)  Benzethidine. 

(7)  Betacetylmethadol. 

(8)  Betameprodine. 

(9)  Betamethadol. 

(10)  Betaprodine. 

(11)  Clonitazene. 

(12)  Dextromoramide. 

(13)  Dextrorphan. 

(14)  Diampromide. 

(15)  Diethylthiambutene. 

(16)  Dimenoxadol. 

(17)  Dimepheptanol. 

(18)  Dimethylthiambutene. 

(19)  Dioxaphetyl  butyrate. 

(20)  Dipipanone. 

(21)  Ethylmethylthiambutene. 

(22)  Etonitazene. 

(23)  Etoxeridine. 

(24)  Furethidine. 

(25)  Hydroxypethidine. 

(26)  Ketobemidone. 

(27)  Levomoramide. 

(28)  Levophenacylmorphan. 

(29)  Morpheridine. 

(30)  Noracymethadol. 

(31)  Norlevorphanol. 

(32)  Normethadone. 

(33)  Norpipanone. 

(34)  Phenadoxone. 

(35)  Phenampromide. 


1  See  21  C.F.R.  ch.  II,  pt.  308  for  current  placement  of  substances  in  the  schedules. 
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(36)  Phenomorphan. 

(37)  Phenoperidine. 

(38)  Piritramide. 

(39)  Proheptazine. 

(40)  Properidine. 

(41)  Racemoramide. 

(42)  Trimeperidine. 

(b)  [Opium  derivatives]  Unless  specifically  excepted  or  unless 
listed  in  another  schedule,  any  of  the  following  opium  derivatives, 
their  salts,  isomers,  and  salts  of  isomers  whenever  the  existence  of 
such  salts,  isomers,  and  salts  of  isomers  is  possible  within  the  spe- 
cific chemical  designation: 

(1)  Acetorphine. 

(2)  Acetyldihydrocodeine. 

(3)  Benzylmorphine. 

(4)  Codeine  methylbromide. 

(5)  Codeine-N-Oxide. 

(6)  Cyprenorphine. 

(7)  Desomorphine. 

(8)  Dihydromorphine. 

(9)  Etorphine. 

(10)  Heroin. 

(11)  Hydromorphinol. 

(12)  Methyldesorphine. 

(13)  Methylhydromorphine. 

(14)  Morphine  methylbromide. 

(15)  Morphine  methylsulfonate. 

(16)  Morphine-N-Oxide. 

(17)  Myrophine. 

(18)  Nicocodeine. 

(19)  Nicomorphine. 

(20)  Normorphine. 

(21)  Pholcodine. 

(22)  Thebacon. 

(c)  [Hallucinogenic  substances]  Unless  specifically  excepted  or 
unless  listed  in  another  schedule,  any  material,  compound,  mix- 
ture, or  preparation,  which  contains  any  quantity  of  the  following 
hallucinogenic  substances,  or  which  contains  any  of  their  salts,  iso- 
mers, and  salts  of  isomers  whenever  the  existence  of  such  salts,  iso- 
mers, and  salts  of  isomers  is  possible  within  the  specific  chemical 
designation: 

(1)  3,4-methylenedioxy  amphetamine. 

(2)  5-methoxy-3,4-methylenedioxy  amphetamine. 

(3)  3,4,5-trimethoxy  amphetamine. 

(4)  Bufotenine. 

(5)  Diethyltryptamine. 

(6)  Dimethyltryptamine. 

(7)  4-methyl-2,5-dimethoxy  amphetamine. 

(8)  Ibogaine. 

(9)  Lysergic  acid  diethylamide. 

(10)  Marihuana. 

(11)  Mescaline. 

(12)  Peyote. 
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(13)  N-ethyl-3-piperidyl  benzilate. 

(14)  N-methyl-3-piperidyl  benzilate. 

(15)  Psilocybin. 

(16)  Psilocyn. 

(17)  Tetrahydrocannabinols. 

Schedule  II 

(a)  Unless  specifically  excepted  or  unless  listed  in  another  sched- 
ule, any  of  the  following  substances  whether  produced  directly  or 
indirectly  by  extraction  from  substances  of  vegetable  origin,  or  in- 
dependently by  means  of  chemical  synthesis,  or  by  a  combination 
of  extraction  and  chemical  synthesis: 

(1)  Opium  and  opiate,  and  any  salt,  compound,  derivative,  or 
preparation  of  opium  or  opiate. 

(2)  Any  salt,  compound,  derivative,  or  preparation  thereof 
which  is  chemically  equivalent  or  identical  with  any  of  the 
substances  referred  to  in  clause  (1),  except  that  these  sub- 
stances shall  not  include  the  isoquinoline  alkaloids  of  opium. 

(3)  Opium  poppy  and  poppy  straw. 

(4)  coca  1  leaves,  except  coca  leaves  and  extracts  of  coca 
leaves  from  which  cocaine,  ecgonine,  and  derivatives  of  ecgo- 
nine  or  their  salts  have  been  removed;  cocaine,  its  salts,  optical 
and  geometric  isomers,  and  salts  of  isomers;  ecgonine,  its  de- 
rivatives, their  salts,  isomers,  and  salts  of  isomers;  or  any  com- 
pound, mixture,  or  preparation  which  contains  any  quantity  of 
any  of  the  substances  referred  to  in  this  paragraph. 

(b)  [Opiates]  Unless  specifically  excepted  or  unless  listed  in  an- 
other schedule,  any  of  the  following  opiates,  including  their  iso- 
mers, esters,  ethers,  salts,  and  salts  of  isomers,  esters  and  ethers, 
whenever  the  existence  of  such  isomers,  esters,  ethers,  and  salts  is 
possible  within  the  specific  chemical  designation: 

(1)  Alphaprodine. 

(2)  Anileridine. 

(3)  Bezitramide. 

(4)  Dihydrocodeine. 

(5)  Diphenoxylate. 

(6)  Fentanyl. 

(7)  Isomethadone. 

(8)  Levomethorphan. 

(9)  Levorphanol. 

(10)  Metazocine. 

(11)  Methadone. 

(12)  Methadone-Inter mediate,  4-cyano-2-dimethylamino-4,4-di- 
phenyl  butane. 

(13)  Moramide-Inter mediate,  2-methyl-3  morpholino-l,l-di- 
phenylpropane-carboxylic  acid. 

(14)  Pethidine. 

(15)  Pethidine-Intermediate-A,  4-cyano-l-methyl-4-phenylpi- 
peridine. 

(16)  Pethidine-Intermediate-B,  ethyl-4-phenylpiperidine-4-car- 
boxylate. 


1  So  in  original.  Should  be  "Coca".  P.L.  99-570  also  had  a  similar  amendment. 
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(17)  Pethidine-Intermediate-C,  l-methyl-4-phenylpiperidine-4- 
carboxylic  acid. 

(18)  Phenazocine. 

(19)  Piminodine. 

(20)  Racemethorphan. 

(21)  Racemorphan. 

(c)  [Methamphetamine]  Unless  specifically  excepted  or  unless 
listed  in  another  schedule,  any  injectable  liquid  which  contains  any 
quantity  of  methamphetamine,  including  its  salts,  isomers,  and 
salts  of  isomers. 

Schedule  III 

(a)  1  [Stimulants]  Unless  specifically  excepted  or  unless  listed 
in  another  schedule,  any  material,  compound,  mixture,  or  prepara- 
tion which  contains  any  quantity  of  the  following  substances 
having  a  stimulant  effect  on  the  central  nervous  system: 

(1)  Amphetamine,  its  salts,  optical  isomers,  and  salts  of  its 
optical  isomers. 

(2)  Phenmetrazine  and  its  salts. 

(3)  Any  substance  (except  an  injectable  liquid)  which  con- 
tains any  quantity  of  methamphetamine,  including  its  salts, 
isomers,  and  salts  of  isomers. 

(4)  Methylphenidate. 

(b)  [Depressants]  Unless  specifically  excepted  or  unless  listed  in 
another  schedule,  any  material,  compound,  mixture,  or  preparation 
which  contains  any  quantity  of  the  following  substances  having  a 
depressant  effect  on  the  central  nervous  system: 

(1)  Any  substance  which  contains  any  quantity  of  a  deriva- 
tive of  barbituric  acid,  or  any  salt  of  a  derivative  of  barbituric 
acid. 

(2)  Chorexadol. 

(3)  Glutethimide. 

(4)  Lysergic  acid. 

(5)  Lysergic  acid  amide. 

(6)  Methyprylon. 

(7)  Phencyclidine. 

(8)  Sulfondiethylmethane. 

(9)  Sulfonethylmethane. 

(10)  Sulfonmethane. 

(c)  Nalorphine. 

(d)  [Narcotic  drugs]  Unless  specifically  excepted  or  unless  listed 
in  another  schedule,  any  material,  compound,  mixture,  or  prepara- 
tion containing  limited  quantities  of  any  of  the  following  narcotic 
drugs,  or  any  salts  thereof: 

(1)  Not  more  than  1.8  grams  of  codeine  per  100  milliliters  or 
not  more  than  90  milligrams  per  dosage  unit,  with  an  equal  or 
greater  quantity  of  an  isoquinoline  alkaloid  of  opium. 

(2)  Not  more  than  1.8  grams  of  codeine  per  100  milliliters  or 
not  more  than  90  milligrams  per  dosage  unit,  with  one  or  more 


1  The  substances  referred  to  in  this  paragraph  have  been  administratively  moved  to  Schedule 

II. 
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active,  nonnarcotic  ingredients  in  recognized  therapeutic 
amounts. 

(3)  Not  more  than  300  milligrams  of  dihydrocodeinone  per 
100  milliliters  or  not  more  than  15  milligrams  per  dosage  unit, 
with  a  fourfold  or  greater  quantity  of  an  isoquinoline  alkaloid 
of  opium. 

(4)  Not  more  than  300  milligrams  of  dihydrocodeinone  per 
100  milliliters  or  not  more  than  15  milligrams  per  dosage  unit, 
with  one  or  more  active,  nonnarcotic  ingredients  in  recognized 
therapeutic  amounts. 

(5)  Not  more  than  1.8  grams  of  dihydrocodeine  per  100  milli- 
liters or  not  more  than  90  milligrams  per  dosage  unit,  with  one 
or  more  active,  nonnarcotic  ingredients  in  recognized  therapeu- 
tic amounts. 

(6)  Not  more  than  300  milligrams  of  ethylmorphine  per  100 
milliliters  or  not  more  than  15  milligrams  per  dosage  unit, 
with  one  or  more  active,  nonnarcotic  ingredients  in  recognized 
therapeutic  amounts. 

(7)  Not  more  than  500  milligrams  of  opium  per  100  millili- 
ters or  per  100  grams,  or  not  more  than  25  milligrams  per 
dosage  unit,  with  one  or  more  active,  nonnarcotic  ingredients 
in  recognized  therapeutic  amounts. 

(8)  Not  more  than  50  milligrams  of  morphine  per  100  millili- 
ters or  per  100  grams  with  one  or  more  active,  nonnarcotic  in- 
gredients in  recognized  therapeutic  amounts. 

(e)  Anabolic  steroids. 

Schedule  IV 

(1)  Barbital. 

(2)  Chloral  betaine. 

(3)  Chloral  hydrate. 

(4)  Ethchlorvynol. 

(5)  Ethinamate. 

(6)  Methohexital. 

(7)  Meprobamate. 

(8)  Methylphenobarbital. 

(9)  Paraldehyde. 

(10)  Petrichloral. 

(11)  Phenobarbital. 

Schedule  V 

Any  compound,  mixture,  or  preparation  containing  any  of  the 
following  limited  quantities  of  narcotic  drugs,  which  shall  include 
one  or  more  nonnarcotic  active  medicinal  ingredients  in  sufficient 
proportion  to  confer  upon  the  compound,  mixture,  or  preparation 
valuable  medicinal  qualities  other  than  those  possessed  by  the  nar- 
cotic drug  alone: 

(1)  Not  more  than  200  milligrams  of  codeine  per  100  millili- 
ters or  per  100  grams. 

(2)  Not  more  than  100  milligrams  of  dihydrocodeine  per  100 
milliliters  or  per  100  grams. 

(3)  Not  more  than  100  milligrams  of  ethylmorphine  per  100 
milliliters  or  per  100  grams. 
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(4)  Not  more  than  2.5  milligrams  of  diphenoxylate  and  not 
less  than  25  micrograms  of  atropine  sulfate  per  dosage  unit. 

(5)  Not  more  than  100  milligrams  of  opium  per  100  millili- 
ters or  per  100  grams. 

TREATMENT  OF  CONTROLLED  SUBSTANCE  ANALOGUES 

Sec.  203.  [813]  A  controlled  substance  analogue  shall,  to  the 
extent  intended  for  human  consumption,  be  treated,  for  the  pur- 
poses of  this  title  and  title  III  as  a  controlled  substance  in  schedule 
I. 

Part  C — Registration  of  Manufacturers,  Distributors,  and 
Dispensers  of  Controlled  Substances;  Piperidine  Reporting 

rules  and  regulations 

Sec.  301.  [821]  The  Attorney  General  is  authorized  to  promul- 
gate rules  and  regulations  and  to  charge  reasonable  fees  relating  to 
the  registration  and  control  of  the  manufacture,  distribution,  and 
dispensing  of  controlled  substances. 

PERSONS  REQUIRED  TO  REGISTER 

Sec.  302.  [822]  (a)(1)  Every  person  who  manufactures  or  distrib- 
utes any  controlled  substance,  or  who  proposes  to  engage  in  the 
manufacture  or  distribution  of  any  controlled  substance,  shall 
obtain  annually  a  registration  issued  by  the  Attorney  General  in 
accordance  with  the  rules  and  regulations  promulgated  by  him. 

(2)  Every  person  who  dispenses,  or  who  proposes  to  dispense,  any 
controlled  substance,  shall  obtain  from  the  Attorney  General  a  reg- 
istration issued  in  accordance  with  the  rules  and  regulations  pro- 
mulgated by  him.  The  Attorney  General  shall,  by  regulation,  deter- 
mine the  period  of  such  registrations.  In  no  event;  however,  shall 
such  registrations  be  issued  for  less  than  one  year  nor  for  more 
than  three  years. 

(b)  Persons  registered  by  the  Attorney  General  under  this  title  to 
manufacture,  distribute,  or  dispense  controlled  substances  are  au- 
thorized to  possess,  manufacture,  distribute,  or  dispense  such  sub- 
stances (including  any  such  activity  in  the  conduct  of  research)  to 
the  extent  authorized  by  their  registration  and  in  conformity  with 
the  other  provisions  of  this  title. 

(c)  The  following  persons  shall  not  be  required  to  register  and 
may  lawfully  possess  any  controlled  substance  under  this  title: 

(1)  An  agent  or  employee  of  any  registered  manufacturer, 
distributor,  or  dispenser  of  any  controlled  substance  if  such 
agent  or  employee  is  acting  in  the  usual  course  of  his  business 
or  employment. 

(2)  A  common  or  contract  carrier  or  warehouseman,  or  an 
employee  thereof,  whose  possession  of  the  controlled  substance 
is  in  the  usual  course  of  his  business  or  employment. 

(3)  An  ultimate  user  who  possesses  such  substance  for  a  pur- 
pose specified  in  section  102(25). 

(d)  The  Attorney  General  may,  by  regulation,  waive  the  require- 
ment for  registration  of  certain  manufacturers,  distributors,  or  dis- 
pensers if  he  finds  it  consistent  with  the  public  health  and  safety. 
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(e)  A  separate  registration  shall  be  required  at  each  principal 
place  of  business  or  professional  practice  where  the  applicant  man- 
ufactures, distributes,  or  dispenses  controlled  substances. 

(£)  The  Attorney  General  is  authorized  to  inspect  the  establish- 
ment of  a  registrant  or  applicant  for  registration  in  accordance 
with  the  rules  and  regulations  promulgated  by  him. 

REGISTRATION  REQUIREMENTS 

Sec.  303.  [823]  (a)  The  Attorney  General  shall  register  an  appli- 
cant to  manufacture  controlled  substances  in  schedule  I  or  II  if  he 
determines  that  such  registration  is  consistent  with  the  public  in- 
terest and  with  United  States  obligations  under  international  trea- 
ties, conventions,  or  protocols  in  effect  on  the  effective  date  of  this 
part.  In  determining  the  public  interest,  the  following  factors  shall 
be  considered: 

(1)  maintenance  of  effective  controls  against  diversion  of  par- 
ticular controlled  substances  and  any  controlled  substance  in 
schedule  I  or  II  compounded  therefrom  into  other  than  legiti- 
mate medical,  scientific,  research,  or  industrial  channels,  by 
limiting  the  importation  and  bulk  manufacture  of  such  con- 
trolled substances  to  a  number  of  establishments  which  can 
produce  an  adequate  and  uninterrupted  supply  of  these  sub- 
stances under  adequately  competitive  conditions  for  legitimate 
medical,  scientific,  research,  and  industrial  purposes; 

(2)  compliance  with  applicable  State  and  local  law; 

(3)  promotion  of  technical  advances  in  the  art  of  manufactur- 
ing these  substances  and  the  development  of  new  substances; 

(4)  prior  conviction  record  of  applicant  under  Federal  and 
State  laws  relating  to  the  manufacture,  distribution,  or  dis- 
pensing of  such  substances; 

(5)  past  experience  in  the  manufacture  of  controlled  sub- 
stances, and  the  existence  in  the  establishment  of  effective  con- 
trol against  diversion;  and 

(6)  such  other  factors  as  may  be  relevant  to  and  consistent 
with  the  public  health  and  safety. 

(b)  The  Attorney  General  shall  register  an  applicant  to  distribute 
a  controlled  substance  in  schedule  I  or  II  unless  he  determines  that 
the  issuance  of  such  registration  is  inconsistent  with  the  public  in- 
terest. In  determining  the  public  interest,  the  following  factors 
shall  be  considered: 

(1)  maintenance  of  effective  controls  against  diversion  of  par- 
ticular controlled  substances  into  other  than  legitimate  medi- 
cal, scientific,  and  industrial  channels; 

(2)  compliance  with  applicable  State  and  local  law; 

(3)  prior  conviction  record  of  applicant  under  Federal  or 
State  laws  relating  to  the  manufacture,  distribution,  or  dis- 
pensing of  such  substances; 

(4)  past  experience  in  the  distribution  of  controlled  sub- 
stances; and 

(5)  such  other  factors  as  may  be  relevant  to  and  consistent 
with  the  public  health  and  safety. 

(c)  Registration  granted  under  subsections  (a)  and  (b)  of  this  sec- 
tion shall  not  entitle  a  registrant  to  (1)  manufacture  or  distribute 
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controlled  substances  in  schedule  I  or  II  other  than  those  specified 
in  the  registration,  or  (2)  manufacture  any  quantity  of  those  con- 
trolled substances  in  excess  of  the  quota  assigned  pursuant  to  sec- 
tion 306. 

(d)  The  Attorney  General  shall  register  an  applicant  to  manufac- 
ture controlled  substances  in  schedule  III,  IV,  or  V,  unless  he  de- 
termines that  the  issuance  of  such  registration  is  inconsistent  with 
the  public  interest.  In  determining  the  public  interest,  the  follow- 
ing factors  shall  be  considered: 

(1)  maintenance  of  effective  controls  against  diversion  of  par- 
ticular controlled  substances  and  any  controlled  substance  in 
schedule  III,  IV,  or  V  compounded  therefrom  into  other  than 
legitimate  medical,  scientific,  or  industrial  channels; 

(2)  compliance  with  applicable  State  and  local  law; 

(3)  promotion  of  technical  advances  in  the  art  of  manufactur- 
ing these  substances  and  the  development  of  new  substances; 

(4)  prior  conviction  record  of  applicant  under  Federal  or 
State  laws  relating  to  the  manufacture,  distribution,  or  dis- 
pensing of  such  substances; 

(5)  past  experience  in  the  manufacture,  distribution,  and  dis- 
pensing of  controlled  substances,  and  the  existence  in  the  es- 
tablishment of  effective  controls  against  diversion;  and 

(6)  such  other  factors  as  may  be  relevant  to  and  consistent 
with  the  public  health  and  safety. 

(e)  The  Attorney  General  shall  register  an  applicant  to  distribute 
controlled  substances  in  schedule  III,  IV,  or  V,  unless  he  deter- 
mines that  the  issuance  of  such  registration  is  inconsistent  with 
the  public  interest.  In  determining  the  public  interest,  the  follow- 
ing factors  shall  be  considered: 

(1)  maintenance  of  effective  controls  against  diversion  of  par- 
ticular controlled  substances  into  other  than  legitimate  medi- 
cal, scientific,  and  industrial  channels; 

(2)  compliance  with  applicable  State  and  local  law; 

(3)  prior  conviction  record  of  applicant  under  Federal  or 
State  laws  relating  to  the  manufacture,  distribution,  or  dis- 
pensing of  such  substances; 

(4)  past  experience  in  the  distribution  of  controlled  sub- 
stances; and 

(5)  such  other  factors  as  may  be  relevant  to  and  consistent 
with  the  public  health  and  safety. 

(f)  The  Attorney  General  shall  register  practitioners  (including 
pharmacies,  as  distinguished  from  pharmacists)  to  dispense,  or  con- 
duct research  with,  controlled  substances  in  schedule  (II,  III,  IV,  or 
V,  if  the  applicant  is  authorized  to  dispense,  or  conduct  research 
with  respect  to,  controlled  substances  under  the  laws  of  the  State 
in  which  he  practices.  The  Attorney  General  may  deny  an  applica- 
tion for  such  registration  if  he  determines  that  the  issuance  of  such 
registration  would  be  inconsistent  with  the  public  interest.  In  de- 
termining the  public  interest,  the  following  factors  shall  be  consid- 
ered: 

(1)  The  recommendation  of  the  appropriate  State  licensing 
board  or  professional  disciplinary  authority. 
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(2)  The  applicant's  experience  in  dispensing,  or  conducting 
research  with  respect  to  controlled  substances. 

(3)  The  applicant's  conviction  record  under  Federal  or  State 
laws  relating  to  the  manufacture,  distribution,  or  dispensing  of 
controlled  substances. 

(4)  Compliance  with  applicable  State,  Federal,  or  local  laws 
relating  to  controlled  substances. 

(5)  Such  other  conduct  which  may  threaten  the  public  health 
and  safety. 

Separate  registration  under  this  part  for  practitioners  engaging  in 
research  with  controlled  substances  in  schedule  II,  III,  IV,  or  V, 
who  are  already  registered  under  this  part  in  another  capacity, 
shall  not  be  required.  Registration  applications  by  practitioners 
wishing  to  conduct  research  with  controlled  substances  in  schedule 
I  shall  be  referred  to  the  Seretary,  who  shall  determine  the  qualifi- 
cations and  competency  of  each  practitioner  requesting  registra- 
tion, as  well  as  the  merits  of  the  research  protocol.  The  Secretary, 
in  determining  the  merits  of  each  research  protocol,  shall  consult 
with  the  Attorney  General  as  to  effective  procedures  to  adequately 
safeguard  against  diversion  of  such  controlled  substances  from  le- 
gitimate medical  or  scientific  use.  Registration  for  the  purpose  of 
bona  fide  research  with  controlled  substances  in  schedule  I  by  a 
practitioner  deemed  qualified  by  the  Secretary  may  be  denied  by 
the  Attorney  General  only  on  a  ground  specified  in  section  304(a). 
Article  7  of  the  Convention  on  Psychotrophic  Substances  shall  not 
be  construed  to  prohibit,  or  impose  additional  restrictions  upon,  re- 
search involving  drugs  or  other  substances  scheduled  under  the 
convention  which  is  conducted  in  conformity  with  this  subsection 
and  other  applicable  provisions  of  this  title. 

(g)  Practitioners  who  dispense  narcotic  drugs  to  individuals  for 
maintenance  treatment  or  detoxification  treatment  shall  obtain  an- 
nually a  separate  registration  for  that  purpose.  The  Attorney  Gen- 
eral shall  register  an  applicant  to  dispense  narcotic  drugs  to  indi- 
viduals for  maintenance  treatment  or  detoxification  treatment  (or 
both)— 

(1)  if  the  applicant  is  a  practitioner  who  is  determined  by  the 
Secretary  to  be  qualified  (under  standards  established  by  the 
Secretary)  to  engage  in  the  treatment  with  respect  to  which 
registration  is  sought; 

(2)  if  the  Attorney  General  determines  that  the  applicant 
will  comply  with  standards  established  by  the  Attorney  Gener- 
al respecting  (A)  security  of  stocks  of  narcotic  drugs  for  such 
treatment,  and  (B)  the  maintenance  of  records  (in  accordance 
with  section  307)  on  such  drugs;  and 

(3)  if  the  Secretary  determines  that  the  applicant  will  comply 
with  standards  established  by  the  Secretary  (after  consultation 
with  the  Attorney  General)  respecting  the  quantities  of  narcot- 
ic drugs  which  may  be  provided  for  unsupervised  use  by  indi- 
viduals in  such  treatment. 

DENIAL,  REVOCATION,  OR  SUSPENSION  OF  REGISTRATION 

Sec.  304.  [824]  (a)  A  registration  pursuant  to  section  303  to 
manufacture,  distribute,  or  dispense  a  controlled  substance  may  be 
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suspended  or  revoked  by  the  Attorney  General  upon  a  finding  that 
the  registrant — 

(1)  has  materially  falsified  any  application  filed  pursuant  to 
or  required  by  this  title  or  title  III; 

(2)  has  been  convicted  of  a  felony  under  this  title  or  title  III 
or  any  other  law  of  the  United  States,  or  of  any  State,  relating 
to  any  substance  defined  in  this  title  as  a  controlled  substance; 

(3)  has  had  his  State  license  or  registration  suspended,  re- 
voked, or  denied  by  competent  State  authority  and  is  no  longer 
authorized  by  State  law  to  engage  in  the  manufacturing,  distri- 
bution, or  dispensing  of  controlled  substances  or  has  had  the 
suspension,  revocation,  or  denial  of  his  registration  recom- 
mended by  competent  State  authority; 

(4)  has  committed  such  acts  as  would  render  his  registration 
under  section  303  inconsistent  with  the  public  interest  as  de- 
termined under  such  section;  or 

(5)  has  been  excluded  (or  directed  to  be  excluded)  from  par- 
ticipation in  a  program  pursuant  to  section  1128(a)  of  the 
Social  Security  Act. 

A  registration  pursuant  to  section  303(g)  to  dispense  a  narcotic 
drug  for  maintenance  treatment  or  detoxification  treatment  may 
be  suspended  or  revoked  by  the  Attorney  General  upon  a  finding 
that  the  registrant  has  failed  to  comply  with  any  standard  referred 
to  in  section  303(g). 

(b)  The  Attorney  General  may  limit  revocation  or  suspension  of  a 
registration  to  the  particular  controlled  substance  with  respect  to 
which  grounds  for  revocation  or  suspension  exist. 

(c)  Before  taking  action  pursuant  to  this  section,  or  pursuant  to  a 
denial  of  registration  under  section  303,  the  Attorney  General  shall 
serve  upon  the  applicant  or  registrant  an  order  to  show  cause  why 
registration  should  not  be  denied,  revoked,  or  suspended.  The  order 
to  show  cause  shall  contain  a  statement  of  the  basis  thereof  and 
shall  call  upon  the  applicant  or  registrant  to  appear  before  the  At- 
torney General  at  a  time  and  place  stated  in  the  order,  but  in  no 
event  less  than  thirty  days  after  the  date  of  receipt  of  the  order. 
Proceedings  to  deny,  revoke,  or  suspend  shall  be  conducted  pursu- 
ant to  this  section  in  accordance  with  subchapter  II  of  chapter  5  of 
title  5  of  the  United  States  Code.  Such  proceedings  shall  be  inde- 
pendent of,  and  not  in  lieu  of,  criminal  prosecution  or  other  pro- 
ceedings under  this  title  or  any  other  law  of  the  United  States. 

(d)  The  Attorney  General  may,  in  his  discretion,  suspend  any  reg- 
istration simultaneously  with  the  institution  of  proceedings  under 
this  section,  in  cases  where  he  finds  that  there  is  an  imminent 
danger  to  the  public  health  or  safety.  A  failure  to  comply  with  a 
standard  referred  to  in  section  303(g)  may  be  treated  under  this 
subsection  as  grounds  for  immediate  suspension  of  a  registration 
granted  under  such  section.  A  suspension  under  this  subsection 
shall  continue  in  effect  until  the  conclusion  of  such  proceedings,  in- 
cluding judicial  review  thereof,  unless  sooner  withdrawn  by  the  At- 
torney General  or  dissolved  by  a  court  of  competent  jurisdiction. 

(e)  The  suspension  or  revocation  of  a  registration  under  this  sec- 
tion shall  operate  to  suspend  or  revoke  any  quota  applicable  under 
section  306. 
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(f)  In  the  event  the  Attorney  General  suspends  or  revokes  a  regis- 
tration granted  under  section  303,  all  controlled  substances  owned 
or  possessed  by  the  registrant  pursuant  to  such  registration  at  the 
time  of  suspension  or  the  effective  date  of  the  revocation  order,  as 
the  case  may  be,  may,  in  the  discretion  of  the  Attorney  General,  be 
placed  under  seal.  No  disposition  may  be  made  of  any  controlled 
substances  under  seal  until  the  time  for  taking  an  appeal  has 
elapsed  or  until  all  appeals  have  been  concluded  except  that  a 
court,  upon  application  therefor,  may  at  any  time  order  the  sale  of 
perishable  controlled  substances.  Any  such  order  shall  require  the 
deposit  of  the  proceeds  of  the  sale  with  the  court.  Upon  a  revoca- 
tion order  becoming  final,  all  such  controlled  substances  (or  pro- 
ceeds of  sale  deposited  in  court)  shall  be  forfeited  to  the  United 
States;  and  the  Attorney  General  shall  dispose  of  such  controlled 
substances  in  accordance  with  section  511(e).  All  right,  title,  and  in- 
terest in  such  controlled  substances  shall  vest  in  the  United  States 
upon  a  revocation  order  becoming  final. 

(g)  The  Attorney  General  may,  in  his  discretion,  seize  or  place 
under  seal  any  controlled  substances  owned  or  possesed  by  a  regis- 
trant whose  registration  has  expired  or  who  has  ceased  to  practice 
or  do  business  in  the  manner  contemplated  by  his  registration. 
Such  controlled  substances  shall  be  held  for  the  benefit  of  the  reg- 
istrant, or  his  successor  in  interest.  The  Attorney  General  shall 
notify  a  registrant,  or  his  successor  in  interest,  who  has  any  con- 
trolled substances  seized  or  placed  under  seal  of  the  procedures  to 
be  followed  to  secure  the  return  of  the  controlled  substance  and  the 
conditions  under  which  it  will  be  returned.  The  Attorney  General 
may  not  dispose  of  any  controlled  substance  seized  or  placed  under 
seal  under  this  subsection  until  the  expiration  of  one  hundred  and 
eighty  days  from  the  date  such  substance  was  seized  or  placed 
under  seal. 

LABELING  AND  PACKAGING  REQUIREMENTS 

Sec.  305.  [825]  (a)  It  shall  be  unlawful  to  distribute  a  controlled 
substance  in  a  commercial  container  unless  such  container,  when 
and  as  required  by  regulations  of  the  Attorney  General,  bears  a 
label  (as  defined  in  section  201(k)  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act)  containing  an  identifying  symbol  for  such  substance 
in  accordance  with  such  regulations.  A  different  symbol  shall  be  re- 
quired for  each  schedule  of  controlled  substances. 

(b)  It  shall  be  unlawful  for  the  manufacturer  of  any  controlled 
substance  to  distribute  such  substances  unless  the  labeling  (as  de- 
fined in  section  201(m)  of  the  Federal  Food,  Drug,  and  Cosmetic 
Act)  of  such  substance  contains,  when  and  as  required  by  regula- 
tions of  the  Attorney  General,  the  identifying  symbol  required 
under  subsection  (a). 

(c)  The  Secretary  shall  prescribe  regulations  under  section  503(b) 
of  the  Federal  Food,  Drug,  and  Cosmetic  Act  which  shall  provide 
that  the  label  of  a  drug  listed  in  schedule  II,  III,  or  IV  shall,  when 
dispensed  to  or  for  a  patient,  contain  a  clear,  concise  warning  that 
it  is  a  crime  to  transfer  the  drug  to  any  person  other  than  the  pa- 
tient. 
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(d)  It  shall  be  unlawful  to  distribute  controlled  substances  in 
schedule  I  or  II,  and  narcotic  drugs  in  schedule  III  or  IV,  unless  the 
bottle  or  other  container,  stopper,  covering,  or  wrapper  thereof  is 
securely  sealed  as  required  by  regulations  of  the  Attorney  General. 

QUOTAS  APPLICABLE  TO  CERTAIN  SUBSTANCES 

Sec.  306.  [8263  (a)  The  Attorney  General  shall  determine  the 
total  quantity  and  establish  production  quotas  for  each  basic  class 
of  controlled  substance  in  schedules  I  and  II  to  be  manufactured 
each  calendar  year  to  provide  for  the  estimated  medical,  scientific, 
research,  and  industrial  needs  of  the  United  States,  for  lawful 
export  requirements,  and  for  the  establishment  and  maintenance 
of  reserve  stocks.  Production  quotas  shall  be  established  in  terms  of 
quantities  of  each  basic  class  of  controlled  substance  and  not  in 
terms  of  individual  pharmaceutical  dosage  forms  prepared  from  or 
containing  such  a  controlled  substance. 

(b)  The  Attorney  General  shall  limit  or  reduce  individual  produc- 
tion quotas  to  the  extent  necessary  to  prevent  the  aggregate  of  in- 
dividual quotas  from  exceeding  the  amount  determined  necessary 
each  year  by  the  Attorney  General  under  subsection  (a).  The  quota 
of  each  registered  manufacturer  for  each  basic  class  of  controlled 
substance  in  schedule  I  or  II  shall  be  revised  in  the  same  propor- 
tion as  the  limitation  or  reduction  of  the  aggregate  of  the  quotas. 
However,  if  any  registrant,  before  the  issuance  of  a  limitation  or 
reduction  in  quota,  has  manufactured  in  excess  of  his  revised 
quota,  the  amount  of  the  excess  shall  be  subtracted  from  his  quota 
for  the  following  year. 

(c)  On  or  before  October  1  of  each  year,  upon  application  therefor 
by  a  registered  manufacturer,  the  Attorney  General  shall  fix  a 
manufacturing  quota  for  the  basic  classes  of  controlled  substances 
in  schedules  I  and  II  that  the  manufacturer  seeks  to  produce.  The 
quota  shall  be  subject  to  the  provisions  of  subsections  (a)  and  (b)  of 
this  section.  In  fixing  such  quotas,  the  Attorney  General  shall  de- 
termine the  manufacturer's  estimated  disposal,  inventory,  and 
other  requirements  for  the  calendar  year;  and,  in  making  his  deter- 
mination, the  Attorney  General  shall  consider  the  manufacturer's 
current  rate  of  disposal,  the  trend  of  the  national  disposal  rate 
during  the  preceding  calendar  year,  the  manufacturer's  production 
cycle  and  inventory  position,  the  economic  availability  of  raw  mate- 
rials, yield  and  stability  problems,  emergencies  such  as  strikes  and 
fires,  and  other  factors. 

(d)  The  Attorney  General  shall,  upon  application  and  subject  to 
the  provisions  of  subsections  (a)  and  (b)  of  this  section,  fix  a  quota 
for  a  basic  class  of  controlled  substance  in  schedule  I  or  II  for  any 
registrant  who  has  not  manufactured  that  basic  class  of  controlled 
substance  during  one  or  more  preceding  calendar  years.  In  fixing 
such  quota,  the  Attorney  General  shall  take  into  account  the  regis- 
trant's reasonably  anticipated  requirements  for  the  current  year; 
and,  in  making  his  determination  of  such  requirements,  he  shall 
consider  such  factors  specified  in  subsection  (c)  of  this  section  as 
may  be  relevant. 

(e)  At  any  time  during  the  year  any  registrant  who  has  applied 
for  or  received  a  manufacturing  quota  for  a  basic  class  of  controlled 
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substance  in  schedule  I  or  II  may  apply  for  an  increase  in  that 
quota  to  meet  his  estimated  disposal,  inventory,  and  other  require- 
ments during  the  remainder  of  that  year.  In  passing  upon  the  ap- 
plication the  Attorney  General  shall  take  into  consideration  any 
occurrences  since  the  filing  of  the  registrant's  initial  quota  applica- 
tion that  may  require  an  increased  manufacturing  rate  by  the  reg- 
istrant during  the  balance  of  the  year.  In  passing  upon  the  applica- 
tion the  Attorney  General  may  also  take  into  account  the  amount, 
if  any,  by  which  the  determination  of  the  Attorney  General  under 
subsection  (a)  of  this  section  exceeds  the  aggregate  of  the  quotas  of 
all  registrants  under  this  section. 

(f)  Notwithstanding  any  other  provisions  of  this  title,  no  registra- 
tion or  quota  may  be  required  for  the  manufacture  of  such  quanti- 
ties of  controlled  substances  in  schedules  I  and  II  as  incidentally 
and  necessarily  result  from  the  manufacturing  process  used  for  the 
manufacture  of  a  controlled  substance  with  respect  to  which  its 
manufacturer  is  duly  registered  under  this  title.  The  Attorney  Gen- 
eral may,  by  regulation,  prescribe  restrictions  on  the  retention  and 
disposal  of  such  incidentally  produced  substances. 

RECORDS  AND  REPORTS  OF  REGISTRANTS 

Sec.  307.  [827]  (a)  Except  as  provided  in  subsection  (c) — 

(1)  every  registrant  under  this  title  shall,  on  the  effective 
date  of  this  section,  or  as  soon  thereafter  as  such  registrant 
first  engages  in  the  manufacture,  distribution,  or  dispensing  of 
controlled  substances,  and  every  second  year  thereafter,  make 
a  complete  and  accurate  record  of  all  stocks  thereof  on  hand, 
except  that  the  regulations  prescribed  under  this  section  shall 
permit  each  such  biennial  inventory  (following  the  initial  in- 
ventory required  by  this  paragraph)  to  be  prepared  on  such 
registrant's  regular  general  physical  inventory  date  (if  any) 
which  is  nearest  to  and  does  not  vary  by  more  than  six  months 
from  the  biennial  date  that  would  otherwise  apply; 

(2)  on  the  effective  date  of  each  regulation  of  the  Attorney 
General  controlling  a  substance  that  immediately  prior  to  such 
date  was  not  a  controlled  substance,  each  registrant  under  this 
title  manufacturing,  distributing,  or  dispensing  such  substance 
shall  make  a  complete  and  accurate  record  of  all  stocks  thereof 
on  hand;  and 

(3)  on  and  after  the  effective  date  of  this  section,  every  regis- 
trant under  this  title  manufacturing,  distributing,  or  dispens- 
ing a  controlled  substance  or  substances  shall  maintain,  on  a 
current  basis,  a  complete  and  accurate  record  of  each  such  sub- 
stance manufactured,  received,  sold,  delivered,  or  otherwise 
disposed  of  by  him,  except  that  this  paragraph  shall  not  re- 
quire the  maintenance  of  a  perpetual  inventory. 

(b)  Every  inventory  or  other  record  required  under  this  section 
(1)  shall  be  in  accordance  with,  and  contain  such  relevant  informa- 
tion as  may  be  required  by,  regulations  of  the  Attorney  General,  (2) 
shall  (A)  be  maintained  separately  from  all  other  records  of  the 
registrant,  or  (B)  alternatively,  in  the  case  of  nonnarcotic  con- 
trolled substances,  be  in  such  form  that  information  required  by 
the  Attorney  General  is  readily  retrievable  from  the  ordinary  busi- 
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ness  records  of  the  registrant,  and  (3)  shall  be  kept  and  be  avail- 
able, for  at  least  two  years,  for  inspection  and  copying  by  officers 
or  employees  of  the  United  States  authorized  by  the  Attorney  Gen- 
eral. 

(c)  The  foregoing  provisions  of  this  section  shall  not  apply — 

(1XA)  to  the  prescribing  of  controlled  substances  in  schedule 
II,  III,  IV,  or  V  by  practitioners  acting  in  the  lawful  course  of 
their  professional  practice  unless  such  substance  is  prescribed 
in  the  course  of  maintenance  or  detoxification  treatment  of  an 
individual;  or 

(B)  to  the  administering  of  a  controlled  substance  in  schedule 
II,  III,  IV,  or  V  unless  the  practitioner  regularly  engages  in  the 
dispensing  or  administering  of  controlled  substances  and 
charges  his  patients,  either  separately  or  together  with  charges 
for  other  professional  services,  for  substances  so  dispensed  or 
administered  or  unless  such  substance  is  administered  in  the 
course  of  maintenance  treatment  or  detoxification  treatment  of 
an  individual; 

(2)  (A)  to  the  use  of  controlled  substances,  at  establishments 
registered  under  this  title  which  keep  records  with  respect  to 
such  substances,  in  research  conducted  in  conformity  with  an 
exemption  granted  under  section  505(i)  or  512(j)  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act; 

(B)  to  the  use  of  controlled  substances,  at  establishments  reg- 
istered under  this  title  which  keep  records  with  respect  to  such 
substances,  in  preclinical  research  or  in  teaching;  or 

(3)  to  the  extent  of  any  exemption  granted  to  any  person, 
with  respect  to  all  or  part  of  such  provisions,  by  the  Attorney 
General  by  or  pursuant  to  regulation  on  the  basis  of  a  finding 
that  the  application  of  such  provisions  (or  part  thereof)  to  such 
person  is  not  necessary  for  carrying  out  the  purposes  of  this 
title. 

Nothing  in  the  Convention  on  Psychotropic  Substances  shall  be 
construed  as  superseding  or  otherwise  affecting  the  provisions  of 
paragraph  (1KB),  (2),  or  (3)  of  this  subsection.1 

(d)  Every  manufacturer  registered  under  section  303  shall,  at 
such  time  or  times  and  in  such  form  as  the  Attorney  General  may 
require,  make  periodic  reports  to  the  Attorney  General  of  every 
sale,  delivery  or  other  disposal  by  him  of  any  controlled  substance, 
and  each  distributor  shall  make  such  reports  with  respect  to  nar- 
cotic controlled  substances,  identifying  by  the  registration  number 
assigned  under  this  title  the  person  or  establishment  (unless 
exempt  from  registration  under  section  302(d)  to  whom  such  sale, 
delivery,  or  other  disposal  was  made. 

(e)  2  In  addition  to  the  reporting  and  recordkeeping  requirements 
under  any  other  provision  of  this  title,  each  manufacturer  regis- 
tered under  section  303  shall,  with  respect  to  narcotic  and  nonnar- 
cotic controlled  substances  manufactured  by  it,  make  such  reports 


1  This  sentence  takes  effect  on  the  date  the  Convention  on  Psychotropic  Substances,  signed  at 
Vienna,  Austria  on  February  21,  1971,  enters  into  force  in  respect  to  the  United  States.  See  sec- 
tion 112  of  P.L.  95-633. 

2  Subsection  (e)  takes  effect  on  the  date  the  Convention  on  Psychotropic  Substances,  signed  at 
Vienna,  Austria  on  February  21,  1971,  enters  into  force  in  respect  to  the  United  States.  See, 
section  112  of  P.L.  95-633. 
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to  the  Attorney  General,  and  maintain  such  records,  as  the  Attor- 
ney General  may  require  to  enable  the  United  States  to  meet  its 
obligations  under  articles  19  and  20  of  the  Single  Convention  on 
Narcotic  Drugs  and  article  16  of  the  Convention  on  Psychotropic 
Substances.  The  Attorney  General  shall  administer  the  require- 
ments of  this  subsection  in  such  a  manner  as  to  avoid  the  unneces- 
sary imposition  of  duplicative  requirements  under  this  title  on 
manufacturers  subject  to  the  requirements  of  this  subsection. 

(f)  Regulations  under  sections  505(i)  and  512(j)  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act,  relating  to  investigational  use  of 
drugs,  shall  include  such  procedures  as  the  Secretary,  after  consul- 
tation with  the  Attorney  General,  determines  are  necessary  to 
insure  the  security  and  accountability  of  controlled  substances  used 
in  research  to  which  such  regulations  apply. 

(g)  Every  registrant  under  this  title  shall  be  required  to  report 
any  change  of  professional  or  business  address  in  such  manner  as 
the  Attorney  General  shall  by  regulation  require. 

ORDER  FORMS 

Sec.  308.  [828]  (a)  It  shall  be  unlawful  for  any  person  to  distrib- 
ute a  controlled  substance  in  schedule  I  or  II  to  another  except  in 
pursuance  of  a  written  order  of  the  person  to  whom  such  substance 
is  distributed,  made  on  a  form  to  be  issued  by  the  Attorney  Gener- 
al in  blank  in  accordance  with  subsection  (d)  and  regulations  pre- 
scribed by  him  pursuant  to  this  section. 

(b)  Nothing  in  subsection  (a)  shall  apply  to — 

(1)  the  exportation  of  such  substances  from  the  United  States 
in  conformity  with  title  III; 

(2)  the  delivery  of  such  a  substance  to  or  by  a  common  or 
contract  carrier  for  carriage  in  the  lawful  and  usual  course  of 
its  business,  or  to  or  by  a  warehouseman  for  storage  in  the 
lawful  and  usual  course  of  its  business;  but  where  such  car- 
riage or  storage  is  in  connection  with  the  distribution  by  the 
owner  of  the  substance  to  a  third  person,  this  paragraph  shall 
not  relieve  the  distributor  from  compliance  with  subsection  (a). 

(c)  (1)  Every  person  who  in  pursuance  of  an  order  required  under 
subsection  (a)  distributes  a  controlled  substance  shall  preserve  such 
order  for  a  period  of  two  years,  and  shall  make  such  order  avail- 
able for  inspection  and  copying  by  officers  and  employees  of  the 
United  States  duly  authorized  for  that  purpose  by  the  Attorney 
General,  and  by  officers  or  employees  of  States  or  their  political 
subdivisions  who  are  charged  with  the  enforcement  of  State  or 
local  laws  regulating  the  production,  or  regulating  the  distribution 
or  dispensing,  of  controlled  substances  and  who  are  authorized 
under  such  laws  to  inspect  such  orders. 

(2)  Every  person  who  gives  an  order  required  under  subsection  (a) 
shall,  at  or  before  the  time  of  giving  such  order,  make  or  cause  to 
be  made  a  duplicate  thereof  on  a  form  to  be  issued  by  the  Attorney 
General  in  blank  in  accordance  with  subsection  (d)  and  regulations 
prescribed  by  him  pursuant  to  this  section,  and  shall,  if  such  order 
is  accepted,  preserve  such  duplicate  for  a  period  of  two  years  and 
make  it  available  for  inspection  and  copying  by  the  officers  and 
employees  mentioned  in  paragraph  (1)  of  this  subsection. 
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(d)  (1)  The  Attorney  General  shall  issue  forms  pursuant  to  subsec- 
tions (a)  and  (c)(2)  only  to  persons  validly  registered  under  section 
303  (or  exempted  from  registration  under  section  302(d)).  Whenever 
any  such  form  is  issued  to  a  person,  the  Attorney  General  shall, 
before  delivery  thereof,  insert  therein  the  name  of  such  person,  and 
it  shall  be  unlawful  for  any  other  person  (A)  to  use  such  form  for 
the  purpose  of  obtaining  controlled  substances  or  (B)  to  furnishsuch 
form  to  any  person  with  intent  thereby  to  procure  the  distribution 
of  such  substances. 

(2)  The  Attorney  General  may  charge  reasonable  fees  for  the  is- 
suance of  such  forms  in  such  amounts  as  he  may  prescribe  for  the 
purpose  of  covering  the  cost  to  the  United  States  of  issuing  such 
forms,  and  other  necessary  activities  in  connection  therewith. 

(e)  It  shall  be  unlawful  for  any  person  to  obtain  by  means  of 
order  forms  issued  under  this  section  controlled  substances  for  any 
purpose  other  than  their  use,  distribution,  dispensing,  or  adminis- 
tration in  the  conduct  of  a  lawful  business  in  such  substances  or  in 
the  course  of  his  professional  practice  or  research. 

PRESCRIPTIONS 

Sec.  309.  [829]  (a)  Except  when  dispensed  directly  by  a  practi- 
tioner, other  than  a  pharmacist,  to  an  ultimate  user,  no  controlled 
substance  in  schedule  II,  which  is  a  prescription  drug  as  deter- 
mined under  the  Federal  Food,  Drug,  and  Cosmetic  Act,  may  be 
dispensed  without  the  written  prescription  of  a  practitioner,  except 
that  in  emergency  situations,  as  prescribed  by  the  Secretary  by  reg- 
ulation after  consultation  with  the  Attorney  General,  such  drug 
may  be  dispensed  upon  oral  prescription  in  accordance  with  section 
503(b)  of  that  Act.  Prescriptions  shall  be  retained  in  conformity 
with  the  requirements  of  section  307  of  this  title.  No  prescription 
for  a  controlled  substance  in  schedule  II  may  be  refilled. 

(b)  Except  when  dispensed  directly  by  a  practitioner,  other  than 
a  pharmacist,  to  an  ultimate  user,  no  controlled  substance  in 
schedule  III  or  IV,  which  is  a  prescription  drug  as  determined 
under  the  Federal  Food,  Drug,  and  Cosmetic  Act,  may  be  dispensed 
without  a  written  or  oral  prescription  in  conformity  with  section 
503(b)  of  that  Act.  Such  prescriptions  may  not  be  filled  or  refilled 
more  than  six  months  after  the  date  thereof  or  be  refilled  more 
than  five  times  after  the  date  of  the  prescription  unless  renewed  by 
the  practitioner. 

(c)  No  controlled  substance  in  schedule  V  which  is  a  drug  may  be 
distributed  or  dispensed  other  than  for  a  medical  purpose. 

(d)  Whenever  it  appears  to  the  Attorney  General  that  a  drug  not 
considered  to  be  a  prescription  drug  under  the  Federal  Food,  Drug, 
and  Cosmetic  Act  should  be  so  considered  because  of  its  abuse  po- 
tential, he  shall  so  advise  the  Secretary  and  furnish  to  him  all 
available  data  relevant  thereto. 

REGULATION  OF  LISTED  CHEMICALS  AND  CERTAIN  MACHINES 

Sec.  310.  [830]  (a)(1)  Each  regulated  person  who  engages  in  a 
regulated  transaction  involving  a  listed  chemical,  a  tableting  ma- 
chine, or  an  encapsulating  machine  shall  keep  a  record  of  the 
transaction — 
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(A)  for  4  years  after  the  date  of  the  transaction,  if  the  listed 
chemical  is  a  precursor  chemical  or  if  the  transaction  involves 
a  tableting  machine  or  an  encapsulating  machine;  and 

(B)  for  2  years  after  the  date  of  the  transaction,  if  the  listed 
chemical  is  an  essential  chemical. 

(2)  A  record  under  this  subsection  shall  be  retrievable  and  shall 
include  the  date  of  the  regulated  transaction,  the  identity  of  each 
party  to  the  regulated  transaction,  a  statement  of  the  quantity  and 
form  of  the  listed  chemical,  a  description  of  the  tableting  machine 
or  encapsulating  machine,  and  a  description  of  the  method  of 
transfer.  Such  record  shall  be  available  for  inspection  and  copying 
by  the  Attorney  General. 

(3)  It  is  the  duty  of  each  regulated  person  who  engages  in  a  regu- 
lated transaction  to  identify  each  other  party  to  the  transaction.  It 
is  the  duty  of  such  other  party  to  present  proof  of  identity  to  the 
regulated  person.  The  Attorney  General  shall  specify  by  regulation 
the  types  of  documents  and  other  evidence  that  constitute  proof  of 
identity  for  purposes  of  this  paragraph. 

(b)  Each  regulated  person  shall  report  to  the  Attorney  General, 
in  such  form  and  manner  as  the  Attorney  General  shall  prescribe 
by  regulation — 

(1)  any  regulated  transaction  involving  an  extraordinary 
quantity  of  a  listed  chemical,  an  uncommon  method  of  pay- 
ment or  delivery,  or  any  other  circumstance  that  the  regulated 
person  believes  may  indicate  that  the  listed  chemical  will  be 
used  in  violation  of  this  title; 

(2)  any  proposed  regulated  transaction  with  a  person  whose 
description  or  other  identifying  characteristic  the  Attorney 
General  furnishes  in  advance  to  the  regulated  person; 

(3)  any  unusual  or  excessive  loss  or  disappearance  of  a  listed 
chemical  under  the  control  of  the  regulated  person;  and 

(4)  any  regulated  transaction  in  a  tableting  machine  or  an 
encapsulating  machine. 

Each  report  under  paragraph  (1)  shall  be  made  at  the  earliest  prac- 
ticable opportunity  after  the  regulated  person  becomes  aware  of 
the  circumstance  involved.  A  regulated  person  may  not  complete  a 
transaction  with  a  person  whose  description  or  identifying  charac- 
teristic is  furnished  to  the  regulated  person  under  paragraph  (2) 
unless  the  transaction  is  approved  by  the  Attorney  General.  The 
Attorney  General  shall  make  available  to  regulated  persons  guid- 
ance documents  describing  transactions  and  circumstances  for 
which  reports  are  required  under  paragraph  (1)  and  paragraph  (3). 

(c)  (1)  Except  as  provided  in  paragraph  (2),  any  information  ob- 
tained by  the  Attorney  General  under  this  section  which  is  exempt 
from  disclosure  under  section  552(a)  of  title  5,  United  States  Code, 
by  reason  of  section  552(b)(4)  of  such  title,  is  confidential  and  may 
not  be  disclosed  to  any  person. 

(2)  Information  referred  to  in  paragraph  (1)  may  be  disclosed 
only— 

(A)  to  an  officer  or  employee  of  the  United  States  engaged  in 
carrying  out  this  title,  title  III,  or  the  customs  laws; 

(B)  when  relevant  in  any  investigation  or  proceeding  for  the 
enforcement  of  this  title,  title  III,  or  the  customs  laws; 


243 


CONTROLLED  SUBSTANCES  ACT 


Sec.  401 


(C)  when  necessary  to  comply  with  an  obligation  of  the 
United  States  under  a  treaty  or  other  international  agreement; 
or 

(D)  to  a  State  or  local  official  or  employee  in  conjunction 
with  the  enforcement  of  controlled  substances  laws  or  precur- 
sor chemical  laws. 

(3)  The  Attorney  General  shall— 

(A)  take  such  action  as  may  be  necessary  to  prevent  unau- 
thorized disclosure  of  information  by  any  person  to  whom  such 
information  is  disclosed  under  paragraph  (2);  and 

(B)  issue  guidelines  that  limit,  to  the  maximum  extent  feasi- 
ble, the  disclosure  of  proprietary  business  information,  includ- 
ing the  names  or  identities  of  United  States  exporters  of  listed 
chemicals,  to  any  person  to  whom  such  information  is  disclosed 
under  paragraph  (2). 

(4)  Any  person  who  is  aggrieved  by  a  disclosure  of  information  in 
violation  of  this  section  may  bring  a  civil  action  against  the  viola- 
tor for  appropriate  relief. 

(5)  Notwithstanding  paragraph  (4),  a  civil  action  may  not  be 
brought  under  such  paragraph  against  investigative  or  law  enforce- 
ment personnel  of  the  Drug  Enforcement  Administration. 

Part  D — Offenses  and  Penalties 

PROHIBITED  ACTS  A— PENALTIES 

Sec.  401.  [841]  (a)  Except  as  authorized  by  this  title,  it  shall  be 
unlawful  for  any  person  knowingly  or  intentionally — 

(1)  to  manufacture,  distribute,  or  dispense,  or  possess  with 
intent  to  manufacture,  distribute,  or  dispense,  a  controlled  sub- 
stance; or 

(2)  to  create,  distribute,  or  dispense,  or  possess  with  intent  to 
distribute  or  dispense,  a  counterfeit  substance. 

(b)  Except  as  otherwise  provided  in  section  418,  419,  or  420  any 
person  who  violates  subsection  (a)  of  this  section  shall  be  sentenced 
as  follows: 

(1)(A)  In  the  case  of  a  violation  of  subsection  (a)  of  this  section 
involving — 

(i)  1  kilogram  or  more  of  a  mixture  or  substance  containing  a 
detectable  amount  of  heroin; 

(ii)  5  kilograms  or  more  of  a  mixture  or  substance  containing 
a  detectable  amount  of— 

(I)  coca  leaves,  except  coca  leaves  and  extracts  of  coca 
leaves  from  which  cocaine,  ecgonine,  and  derivatives  of  ec- 
gonine  or  their  salts  have  been  removed; 

(II)  cocaine,  its  salts,  optical  and  geometric  isomers,  and 
salts  of  isomers; 

(III)  ecgonine,  its  derivatives,  their  salts,  isomers,  and 
salts  of  isomers;  or 

(IV)  any  compound,  mixture,  or  preparation  which  con- 
tains any  quantity  of  any  of  the  substances  referred  to  in 
subclauses  (I)  through  (III); 

(iii)  50  grams  or  more  of  a  mixture  or  substance  described  in 
clause  (ii)  which  contains  cocaine  base; 
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(iv)  100  grams  or  more  of  phencyclidine  (PCP)  or  1  kilogram 
or  more  of  a  mixture  or  substance  1  containing  a  detectable 
amount  of  phencyclidine  (PCP); 

(v)  10  grams  or  more  of  a  mixture  or  substance  containing  a 
detectable  amount  of  lysergic  acid  diethylamide  (LSD); 

(vi)  400  grams  or  more  of  a  mixture  or  substance  containing 
a  detectable  amount  of  N-phenyl-N-[l-(2-phenylethyl)-4-piperi- 
dinyl]  propanamide  or  100  grams  or  more  of  a  mixture  or  sub- 
stance containing  a  detectable  amount  of  any  analogue  of  N- 
phenyl-N-[l-(2-phenylethyl)-4-piperidinyl]  propanamide; 

(vii)  1000  kilograms  or  more  of  a  mixture  or  substance  con- 
taining a  detectable  amount  of  marihuana,  or  1,000  or  more 
marihuana  plants  regardless  of  weight;  or 

(viii)  100  grams  or  more  of  methamphetamine,  its  salts,  iso- 
mers, and  salts  of  its  isomers  or  1  kilogram  or  more  of  a  mix- 
ture or  substance  containing  a  detectable  amount  of  metham- 
phetamine, its  salts,  isomers,  or  salts  of  its  isomers; 

such  person  shall  be  sentenced  to  a  term  of  imprisonment  which 
may  not  be  less  than  10  years  or  more  than  life  and  if  death  or 
serious  bodily  injury  results  from  the  use  of  such  substance  shall 
be  not  less  than  20  years  or  more  than  life,  a  fine  not  to  exceed  the 
greater  of  that  authorized  in  accordance  with  the  provisions  of  title 
18,  United  States  Code,  or  $4,000,000  if  the  defendant  is  an  individ- 
ual or  $10,000,000  if  the  defendant  is  other  than  an  individual,  or 
both.  If  any  person  commits  such  a  violation  after  a  prior  convic- 
tion for  a  felony  drug  offense  has  become  final,  such  person  shall 
be  sentenced  to  a  term  of  imprisonment  which  may  not  be  less 
than  20  years  and  not  more  than  life  imprisonment  and  if  death  or 
serious  bodily  injury  results  from  the  use  of  such  substance  shall 
be  sentenced  to  life  imprisonment,  a  fine  not  to  exceed  the  greater 
of  twice  that  authorized  in  accordance  with  the  provisions  of  title 
18,  United  States  Code,  or  $8,000,000  if  the  defendant  is  an  individ- 
ual or  $20,000,000  if  the  defendant  is  other  than  an  individual,  or 
both.  If  any  person  commits  a  violation  of  this  subparagraph  or  of 
section  405,  405A,  or  405B  2  after  two  or  more  prior  convictions  for 
a  felony  drug  offense  have  become  final,  such  person  shall  be  sen- 
tenced to  a  mandatory  term  of  life  imprisonment  without  release 
and  fined  in  accordance  with  the  preceding  sentence.  For  purposes 
of  this  subparagraph,  the  term  "felon  drug  offense"  means  an  of- 
fense that  is  a  felony  under  any  provision  of  this  title  or  any  other 
Federal  law  that  prohibits  or  restricts  conduct  relating  to  narcotic 
drugs,  marihuana,  or  depressant  or  stimulant  substance  or  a  felony 
under  any  law  of  a  State  or  a  foreign  country  that  prohibits  or  re- 
stricts conduct  relating  to  narcotic  drugs,  marihuana,  or  depressant 
or  stimulant  substances.  Any  sentence  under  this  subparagraph 
shall,  in  the  absence  of  such  a  prior  conviction,  impose  a  term  of 
supervised  releast  of  at  least  5  years  in  addition  to  such  term  of 
imprisonment  and  shall,  if  there  was  such  a  prior  conviction, 
impose  a  term  of  supervised  release  of  at  least  10  years  in  addition 


1  So  in  original.  Probably  should  be  "substances". 

2  Section  1002(e)(2)  of  Public  Law  101-647.  November  19,  1990,  amended  section  401(c)  by  strik- 
ing "section  405,  405A,  or  405B"  and  inserting  "section  418,  419,  or  420".  This  amendment  can 
not  be  executed  because  there  is  no  401(c).  Probably  should  have  been  made  to  401(b). 
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to  such  term  of  imprisonment.  Notwithstanding  any  other  provi- 
sion of  law,  the  court  shall  not  place  on  probation  or  suspend  the 
sentence  of  any  person  sentenced  under  this  subparagraph.  No 
person  sentenced  under  this  subparagraph  shall  be  eligible  for 
parole  during  the  term  of  imprisonment  imposed  therein. 

(B)  In  the  case  of  a  violation  of  subsection  (a)  of  this  section  in- 
volving— 

(i)  100  grams  or  more  of  a  mixture  or  substance  containing  a 
detectable  amount  of  heroin; 

(ii)  500  grams  or  more  of  a  mixture  or  substance  containing  a 
detectable  amount  of — 

(I)  coca  leaves,  except  coca  leaves  and  extracts  of  coca 
leaves  from  which  cocaine,  ecgonine,  and  derivatives  of  ec- 
gonine  or  their  salts  have  been  removed; 

(II)  cocaine,  its  salts,  optical  and  geometric  isomers,  and 
salts  of  isomers; 

(III)  ecgonine,  its  derivatives,  their  salts,  isomers,  and 
salts  of  isomers;  or 

(IV)  any  compound,  mixture,  or  preparation  which  con- 
tains any  quantity  of  any  of  the  substances  referred  to  in 
subclauses  (I)  through  (III); 

(iii)  5  grams  or  more  of  a  mixture  or  substance  described  in 
clause  (ii)  which  contains  cocaine  base; 

(iv)  10  grams  or  more  of  phencyclidine  (PCP)  or  100  grams  or 
more  of  a  mixture  or  substance  containing  a  detectable  amount 
of  phencyclidine  (PCP); 

(v)  1  gram  or  more  of  a  mixture  or  substance  containing  a 
detectable  amount  of  lysergic  acid  diethylamide  (LSD); 

(vi)  40  grams  or  more  of  a  mixture  or  substance  containing  a 
detectable  amount  of  N-phenyl-N-[l-(2-phenylethyl)-4-piperi- 
dinyl]  propanamide  or  10  grams  or  more  of  a  mixture  or  sub- 
stance containing  a  detectable  amount  of  any  analogue  of  N- 
phenyl-N-[l-(2-phenylethyl)-4-piperidinyl]  propanamide;  or 

(vii)  100  kilograms  or  more  of  a  mixture  or  substance  con- 
taining a  detectable  amount  of  marihuana,  or  100  or  more 
marihuana  plants  regardless  of  weight;  or 

(viii)  10  grams  or  more  of  methamphetamine,  its  salts,  iso- 
mers, and  salts  of  its  isomers  or  100  grams  or  more  of  a  mix- 
ture or  substance  containing  a  detectable  amount  of  metham- 
phetamine, its  salts,  isomers,  or  salts  of  its  isomers; 

such  person  shall  be  sentenced  to  a  term  of  imprisonment  which 
may  not  be  less  than  5  years  or  more  than  40  years  and  if  death  or 
serious  bodily  injury  results  from  the  use  of  such  substance  shall 
be  not  less  than  20  years  or  more  than  life,  a  fine  not  to  exceed  the 
greater  of  that  authorized  in  accordance  with  the  provisions  of  title 
18,  United  States  Code,  or  $2,000,000  if  the  defendant  is  an  individ- 
ual or  $5,000,000  if  the  defendant  is  other  than  an  individual,  or 
both.  If  any  person  commits  such  a  violation  after  one  or  more 
prior  convictions  for  an  offense  punishable  under  this  paragraph, 
or  for  a  felony  under  any  other  provision  of  this  title  or  title  III  or 
other  law  of  a  State,  the  United  States,  or  a  foreign  country  relat- 
ing to  narcotic  drugs,  marihuana,  or  depressant  or  stimulant  sub- 
stances, have  become  final,  such  person  shall  be  sentenced  to  a 
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term  of  imprisonment  which  may  not  be  less  than  10  years  and  not 
more  than  life  imprisonment  and  if  death  or  serious  bodily  injury 
results  from  the  use  of  such  substance  shall  be  sentenced  to  life  im- 
prisonment, a  fine  not  to  exceed  the  greater  of  twice  that  author- 
ized in  accordance  with  the  provisions  of  title  18,  United  States 
Code,  or  $4,000,000  if  the  defendant  is  an  individual  or  $10,000,000 
if  the  defendant  is  other  than  an  individual,  or  both.  Any  sentence 
under  this  subparagraph  shall,  in  the  absence  of  such  a  prior  con- 
viction, include  a  term  of  supervised  release  of  at  least  4  years  in 
addition  to  such  term  of  imprisonment  and  shall,  if  there  was  such 
a  prior  conviction,  include  a  term  of  supervised  release  of  at  least  8 
years  in  addition  to  such  term  of  imprisonment.  Notwithstanding 
any  other  provision  of  law,  the  court  shall  not  place  on  probation 
or  suspend  the  sentence  of  any  person  sentenced  under  this  sub- 
paragraph. No  person  sentenced  under  this  subparagraph  shall  be 
eligible  for  parole  during  the  term  of  imprisonment  imposed  there- 
in. 

(C)  In  the  case  of  a  controlled  substance  in  schedule  I  or  II  except 
as  provided  in  subparagraphs  (A),  (B),  and  (D),  such  person  shall  be 
sentenced  to  a  term  of  imprisonment  of  not  more  than  20  years 
and  if  death  or  serious  bodily  injury  results  from  the  use  of  such 
substance  shall  be  sentenced  to  a  term  of  imprisonment  of  not  less 
than  twenty  years  or  more  than  life,  a  fine  not  to  exceed  the  great- 
er of  that  authorized  in  accordance  with  the  provisions  of  title  18, 
United  States  Code,  or  $1,000,000  if  the  defendant  is  an  individual 
or  $5,000,000  if  the  defendant  is  other  than  an  individual,  or  both. 
If  any  person  commits  such  a  violation  after  one  or  more  prior  con- 
victions for  an  offense  punishable  under  this  paragraph,  or  for  a 
felony  under  any  other  provision  of  this  title  or  title  III  or  other 
law  of  a  State,  the  United  States  or  a  foreign  country  relating  to 
narcotic  drugs,  marihuana,  or  depressant  or  stimulant  substances, 
have  become  final,  such  person  shall  be  sentenced  to  a  term  of  im- 
prisonment of  not  more  than  30  years  and  if  death  or  serious 
bodily  injury  results  from  the  use  of  such  substance  shall  be  sen- 
tenced to  life  imprisonment,  a  fine  not  to  exceed  the  greater  of 
twice  that  authorized  in  accordance  with  the  provisions  of  title  18, 
United  States  Code,  or  $2,000,000  if  the  defendant  is  an  individual 
or  $10,000,000  if  the  defendant  is  other  than  an  individual,  or  both. 
Any  sentence  imposing  a  term  of  imprisonment  under  this  para- 
graph shall,  in  the  absence  of  such  a  prior  conviction,  impose  a 
term  of  supervised  release  of  at  least  3  years  in  addition  to  such 
term  of  imprisonment  and  shall,  if  there  was  such  a  prior  convic- 
tion, impose  a  term  of  supervised  release  of  at  least  6  years  in  addi- 
tion to  such  term  of  imprisonment.  Notwithstanding  any  other  pro- 
vision of  law,  the  court  shall  not  place  on  probation  or  suspend  the 
sentence  of  any  person  sentenced  under  the  provisions  of  this  sub- 
paragraph which  provide  for  a  mandatory  term  of  imprisonment  if 
death  or  serious  bodily  injury  results,  nor  shall  a  person  so  sen- 
tenced be  eligible  for  parole  during  the  term  of  such  a  sentence. 

(D)  In  the  case  of  less  than  50  kilograms  of  marihuana,  except  in 
the  case  of  50  or  more  marihuana  plants  regardless  of  weight,  10 
kilograms  of  hashish,  or  one  kilogram  of  hashish  oil  or  in  the  case 
of  any  controlled  substance  in  schedule  III,  such  person  shall, 
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except  as  provided  in  paragraphs  (4)  and  (5)  of  this  subsection,  be 
sentenced  to  a  term  of  imprisonment  of  not  more  than  5  years,  a 
fine  not  to  exceed  the  greater  of  that  authorized  in  accordance  with 
the  provisions  of  title  18,  United  States  Code,  or  $250,000  if  the  de- 
fendant is  an  individual  or  $1,000,000  if  the  defendant  is  other  than 
an  individual,  or  both.  If  any  person  commits  such  a  violation  after 
one  or  more  prior  convictions  of  him  for  an  offense  punishable 
under  this  paragraph,  or  for  a  felony  under  any  other  provision  of 
this  title  or  title  III  or  other  law  of  a  State,  the  United  States,  or  a 
foreign  country  relating  to  narcotic  drugs,  marihuana,  or  depres- 
sant or  stimulant  substances,  have  become  final,  such  person  shall 
be  sentenced  to  a  term  of  imprisonment  of  not  more  than  10  years, 
a  fine  not  to  exceed  the  greater  of  twice  that  authorized  in  accord- 
ance with  the  provisions  of  title  18,  United  State  Code,  or  $500,000 
if  the  defendant  is  an  individual  or  $2,000,000  if  the  defendant  is 
other  than  an  individual,  or  both.  Any  sentence  imposing  a  term  of 
imprisonment  under  this  paragraph  shall,  in  the  absence  of  such  a 
prior  conviction,  impose  a  special  parole  term  of  at  least  2  years  in 
addition  to  such  term  of  imprisonment  and  shall,  if  there  was  such 
a  prior  conviction,  impose  a  term  of  supervised  release  of  at  least  4 
years  in  addition  to  such  term  of  imprisonment. 

(2)  In  the  case  of  a  controlled  substance  in  schedule  IV,  such 
person  shall  be  sentenced  to  a  term  of  imprisonment  of  not  more 
than  3  years,  a  fine  not  to  exceed  the  greater  of  that  authorized  in 
accordance  with  the  provisions  of  title  18,  United  States  Code,  or 
$250,000  if  the  defendant  is  an  individual  or  $1,000,000  if  the  de- 
fendant is  other  than  an  individual,  or  both.  If  any  person  commits 
such  a  violation  after  one  or  more  prior  convictions  of  him  for  an 
offense  punishable  under  this  paragraph,  or  for  a  felony  under  any 
other  provision  of  this  title  or  title  III  or  other  law  of  a  State,  the 
United  States,  or  a  foreign  country  relating  to  narcotic  drugs,  mari- 
huana, or  depressant  or  stimulant  substances,  have  beome  final, 
such  person  shall  be  sentenced  to  a  term  of  imprisonment  of  not 
more  than  6  years,  a  fine  not  to  exceed  the  greater  of  twice  the  au- 
thorized in  accordance  with  the  provisions  of  title  18,  United  States 
Code,  or  $500,000  if  the  defendant  is  an  individual  or  $2,000,000  if 
the  defendant  is  other  than  an  individual,  or  both.  Any  sentence 
imposing  a  term  of  imprisonment  under  this  paragraph  shall,  in 
the  absence  of  such  a  prior  conviction,  impose  a  term  of  supervised 
release  of  at  least  one  year  in  addition  to  such  term  of  imprison- 
ment and  shall,  if  there  was  such  a  prior  conviction,  impose  a  term 
of  supervised  release  of  at  least  2  years  in  addition  to  such  term  of 
imprisonment. 

(3)  In  the  case  of  a  controlled  substance  in  schedule  V,  such 
person  shall  be  sentenced  to  a  term  of  imprisonment  of  not  more 
than  1  year,  a  fine  not  to  exceed  the  greater  of  that  authorized  in 
accordance  with  the  provisions  of  title  18,  United  States  Code,  or 
$100,000  if  the  defendant  is  an  individual  or  $250,000  if  the  defend- 
ant is  other  than  an  individual,  or  both.  If  any  person  commits 
such  a  violation  after  one  or  more  convictions  of  him  for  an  offense 
punishable  under  this  paragraph,  or  for  a  crime  under  any  other 
provision  of  this  title  or  title  III  or  other  law  of  a  State,  the  United 
States,  or  a  foreign  country  relating  to  narcotic  drugs,  marihuana, 
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or  depressant  or  stimulant  substances,  have  become  final,  such 
person  shall  be  sentenced  to  a  term  of  imprisonment  of  not  more 
than  2  years,  a  fine  not  to  exceed  the  provisions  of  title  18,  United 
States  Code,  or  $200,000  if  the  defendant  is  an  individual  or 
$500,000  if  the  defendant  is  other  than  an  individual,  or  both. 

(4)  Notwithstanding  paragraph  (1)(D)  of  this  subsection,  any 
person  who  violates  subsection  (a)  of  this  section  by  distributing  a 
small  amount  of  marihuana  for  no  remuneration  shall  be  treated 
as  provided  in  subsections  (a)  and  (b)  of  section  404. 

(5)  Any  person  who  violates  subsection  (a)  of  this  section  by  culti- 
vating a  controlled  substance  on  Federal  property  shall  be  impris- 
oned as  provided  in  this  subsection  and  shall  be  fined  any  amount 
not  to  exceed — 

(A)  the  amount  authorized  in  accordance  with  this  section; 

(B)  the  amount  authorized  in  accordance  with  the  provisions 
of  title  18,  United  States  Code; 

(C)  $500,000  if  the  defendant  is  an  individual;  or 

(D)  $1,000,000  if  the  defendant  is  other  than  an  individual; 
or  both. 

(6)  Any  person  who  violates  subsection  (a),  or  attempts  to  do  so, 
and  knowingly  or  intentionally  uses  a  poison,  chemical,  or  other 
hazardous  substance  on  Federal  land,  and,  by  such  use — 

(A)  creates  a  serious  hazard  to  humans,  wildlife,  or  domestic 
animals, 

(B)  degrades  or  harms  the  environment  or  natural  resources, 

or 

(C)  pollutes  an  aquifer,  spring,  stream,  river,  or  body  of 
water, 

shall  be  fined  in  accordance  with  title  18,  United  States  Code,  or 
imprisoned  not  more  than  five  years,  or  both. 

(d)  Any  person  who  knowingly  or  intentionally — 

(1)  possesses  a  listed  chemical  with  intent  to  manufacture  a 
controlled  substance  except  as  authorized  by  this  title; 

(2)  possesses  or  distributes,  a  listed  chemical  knowing,  or 
having  reasonable  cause  to  believe,  that  the  listed  chemical 
will  be  used  to  manufacture  a  controlled  substance  except  as 
authorized  by  this  title;  or 

(3)  with  the  intent  of  causing  the  evasion  of  the  recordkeep- 
ing or  reporting  requirements  of  section  310,  or  the  regulations 
issued  under  that  section,  receives  or  distributes  a  reportable 
amount  of  any  listed  chemical  in  units  small  enough  soi  that 
the  making  of  records  or  filing  of  reports  under  that  section  is 
not  required; 

shall  be  fined  in  accordance  with  title  18,  United  States  Code,  or 
imprisoned  not  more  than  10  years,  or  both. 

(e)  (1)  Any  person  who  assembles,  maintains,  places,  or  causes  to 
be  placed  a  boobytrap  on  Federal  property  where  a  controlled  sub- 
stance is  being  manufactured,  distributed,  or  dispensed  shall  be 
sentenced  to  a  term  of  imprisonment  for  not  more  than  10  years 
and  shall  be  fined  not  more  than  $10,000. 

(2)  If  any  person  commits  such  a  violation  after  1  or  more  prior 
convictions  for  an  offense  punishable  under  this  subsection,  such 
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person  shall  be  sentenced  to  a  term  of  imprisonment  of  not  more 
than  20  years  and  shall  be  fined  not  more  than  $20,000. 

(3)  For  the  purposes  of  this  subsection,  the  term  "boobytrap" 
means  any  concealed  or  camouflaged  device  designed  to  cause 
bodily  injury  when  triggered  by  any  action  of  any  unsuspecting 
person  making  contact  with  the  device.  Such  term  includes  guns, 
ammunition,  or  explosive  devices  attached  to  trip  wires  or  other 
triggering  mechanisms,  sharpened  stakes,  and  lines  or  wires  with 
hooks  attached. 

(f)  In  addition  to  any  other  applicable  penalty,  any  person  con- 
victed of  a  felony  violation  of  this  section  relating  to  the  receipt, 
distribution,  or  importation  of  a  listed  chemical  may  be  enjoined 
from  engaging  in  any  regulated  transaction  involving  a  listed 
chemical  for  not  more  than  ten  years. 

(g)  (1)  Whoever  knowingly  distributes  a  listed  chemical  in  viola- 
tion of  this  title  (other  than  in  violation  of  a  recordkeeping  or  re- 
porting requirement  of  section  310)  shall  be  fined  under  title  18, 
United  States  Code,  or  imprisoned  not  more  than  5  years,  or  both. 

(2)  Whoever  possesses  any  listed  chemical,  with  knowledge  that 
the  recordkeeping  or  reporting  requirements  of  section  310  have 
not  been  adhered  to,  if,  after  such  knowledge  is  acquired,  such 
person  does  not  take  immediate  steps  to  remedy  the  violation  shall 
be  fined  under  title  18,  United  States  Code,  or  imprisoned  not  more 
than  one  year,  or  both. 

Sec.  402.  [842]  (a)  It  shall  be  unlawful  for  any  person — 

(1)  who  is  subject  to  the  requirements  of  part  C  to  distribute 
or  dispense  a  controlled  substance  in  violation  of  section  309; 

(2)  who  is  a  registrant  to  distribute  or  dispense  a  controlled 
substance  not  authorized  by  his  registration  to  another  regis- 
trant or  other  authorized  person  or  to  manufacture  a  con- 
trolled substance  not  authorized  by  his  registration; 

(3)  who  is  a  registrant  to  distribute  a  controlled  substance  in 
violation  of  section  305  of  this  title; 

(4)  to  remove,  alter,  or  obliterate  a  symbol  or  label  required 
by  section  305  of  this  title; 

(5)  to  refuse  or  fail  to  make,  keep,  or  furnish  any  record, 
report,  notification,  declaration,  order  or  order  form,  state- 
ment, invoice,  or  information  required  under  this  title  or  title 
III; 

(6)  to  refuse  any  entry  into  any  premises  or  inspection  au- 
thorized by  this  title  or  title  III; 

(7)  to  remove,  break,  injure,  or  deface  a  seal  placed  upon  con- 
trolled substances  pursuant  to  section  304(f)  or  511  or  to 
remove  or  dispose  of  substances  so  placed  under  seal; 

(8)  to  use,  to  his  own  advantage,  or  to  reveal,  other  than  to 
duly  authorized  officers  or  employees  of  the  United  States,  or 
to  the  courts  when  relevant  in  any  judicial  proceeding  under 
this  title  or  title  III,  any  information  acquired  in  the  course  of 
an  inspection  authorized  by  this  title  concerning  any  method 
or  process  which  as  a  trade  secret  is  entitled  to  protection,  or 
to  use  to  his  own  advantage  or  reveal  (other  than  as  authorized 
by  section  310)  any  information  that  is  confidential  under  such 
section; 
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(9)  who  is  a  regulated  person  to  engage  in  a  regulated  trans- 
action   without    obtaining    the    identification    required  by 

310(a)(3);  or 

(10)  to  fail  to  keep  a  record  or  make  a  report  under  section 
310. 

(b)  It  shall  be  unlawful  for  any  person  who  is  a  registrant  to 
manufacture  a  controlled  substance  in  schedule  I  or  II  which  is — 

(1)  not  expressly  authorized  by  his  registration  and  by  a 
quota  assigned  to  him  pursuant  to  section  306;  or 

(2)  in  excess  of  a  quota  assigned  to  him  pursuant  to  section 
306. 

(c)  (1)  Except  as  provided  in  paragraph  (2),  any  person  who  vio- 
lates this  section  shall,  with  respect  to  any  such  violation,  be  sub- 
ject to  a  civil  penalty  of  not  more  than  $25,000.  The  district  courts 
of  the  United  States  (or,  where  there  is  no  such  court  in  the  case  of 
any  territory  or  possession  of  the  United  States,  then  the  court  in 
such  territory  or  possession  having  the  jurisdiction  of  a  district 
court  of  the  United  States  in  cases  arising  under  the  Constitution 
and  laws  of  the  United  States)  shall  have  jurisdiction  in  accordance 
with  section  1355  of  title  28  of  the  United  States  Code  to  enforce 
this  paragraph. 

(2)  (A)  If  a  violation  of  this  section  is  prosecuted  by  an  informa- 
tion or  indictment  which  alleges  that  the  violation  was  committed 
knowingly  and  the  trier  of  fact  specifically  finds  that  the  violation 
was  so  committed,  such  person  shall,  except  as  otherwise  provided 
in  subparagraph  (B)  of  this  paragraph,  be  sentenced  to  imprison- 
ment of  not  more  than  one  year  or  a  fine  of  not  more  than  $25,000, 
or  both. 

(B)  If  a  violation  referred  to  in  subparagraph  (A)  was  committed 
after  one  or  more  prior  convictions  of  the  offender  for  an  offense 
punishable  under  this  paragraph  (2),  or  for  a  crime  under  any 
other  provision  of  this  title  or  title  III  or  other  law  of  the  United 
States  relating  to  narcotic  drugs,  marihuana,  or  depressant  or  stim- 
ulant substances,  have  become  final,  such  person  shall  be  sen- 
tenced to  a  term  of  imprisonment  of  not  more  than  2  years,  a  fine 
of  $50,000,  or  both. 

(3)  Except  under  the  conditions  specified  in  paragraph  (2)  of  this 
subsection,  a  violation  of  this  section  does  not  constitute  a  crime, 
and  a  judgment  for  the  United  States  and  imposition  of  a  civil  pen- 
alty pursuant  to  paragraph  (1)  shall  not  give  rise  to  any  disability 
or  legal  disadvantage  based  on  conviction  for  a  criminal  offense. 

PROHIBITED  ACTS  C — PENALTIES 

Sec.  403.  [843]  (a)  It  shall  be  unlawful  for  any  person  knowingly 
or  intentionally — 

(1)  who  is  a  registrant  to  distribute  a  controlled  substance 
classified  in  schedule  I  or  II,  in  the  course  of  his  legitimate 
business,  except  pursuant  to  an  order  or  an  order  form  as  re- 
quired by  section  308  of  this  title; 

(2)  to  use  in  the  course  of  the  manufacture,  distribution,  or 
dispensing  of  a  controlled  substance,  or  to  use  for  the  purpose 
of  acquiring  or  obtaining  a  controlled  substance,  a  registration 
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number  which  is  fictitious,  revoked,  suspended,  expired,  or 
issued  to  another  person; 

(3)  to  acquire  or  obtain  possession  of  a  controlled  substance 
by  misrepresentation,  fraud,  forgery,  deception,  or  subterfuge; 

(4)  (A)  to  furnish  false  or  fraudulent  material  information  in, 
or  omit  any  material  information  from,  any  application,  report, 
record,  or  other  document  required  to  be  made,  kept,  or  filed 
under  this  title  or  title  III,  or  (B)  to  present  false  or  fraudulent 
identification  where  the  person  is  receiving  or  purchasing  a 
listed  chemical  and  the  person  is  required  to  present  identifica- 
tion under  section  310(a); 

(5)  to  make,  distribute,  or  possess  any  punch,  die,  plate, 
stone,  or  other  thing  designed  to  print,  imprint,  or  reproduce 
the  trademark,  trade  name,  or  other  identifying  mark,  im- 
print, or  device  of  another  or  any  likeness  of  any  of  the  forego- 
ing upon  any  drug  or  container  or  labeling  thereof  so  as  to 
render  such  drug  a  counterfeit  substance; 

(6)  to  possess  any  three-neck  round-bottom  flask,  tableting 
machine,  encapsulating  machine,  gelatin  capsule,  or  equipment 
specifically  designed  or  modified  to  manufacture  a  controlled 
substance,  with  intent  to  manufacture  a  controlled  substance 
except  as  authorized  by  this  title; 

(7)  to  manufacture,  distribute,  or  import  any  three-neck 
round-bottom  flask,  tableting  machine,  encapsulating  machine, 
gelatin  capsule,  or  equipment  specially  designed  or  modified  to 
manufacture  a  controlled  substance  except  as  authorized  by 
this  title;  or 

(8)  to  create  a  chemical  mixture  for  the  purpose  of  evading  a 
requirement  of  section  310  or  to  receive  a  chemical  mixture 
created  for  that  purpose. 

(b)  It  shall  be  unlawful  for  any  person  knowingly  or  intentionally 
to  use  any  communication  facility  in  committing  or  in  causing  or 
facilitating  the  commission  of  any  act  or  acts  constituting  a  felony 
under  any  provision  of  this  title  or  title  III.  Each  separate  use  of  a 
communication  facility  shall  be  a  separate  offense  under  this  sub- 
section. For  purposes  of  this  subsection,  the  term  "communication 
facility' '  means  any  and  all  public  and  private  instrumentalities 
used  or  useful  in  the  transmission  of  writing,  signs,  signals,  pic- 
tures, or  sounds  of  all  kinds  and  includes  mail,  telephone,  wire, 
radio,  and  all  other  means  of  communication. 

(c)  Any  person  who  violates  this  section  shall  be  sentenced  to  a 
term  of  imprisonment  of  not  more  than  4  years,  a  fine  of  not  more 
than  $30,000,  or  both;  except  that  if  any  person  commits  such  a  vio- 
lation after  one  or  more  prior  convictions  of  him  for  violation  of 
this  section,  or  for  a  felony  under  any  other  provision  of  this  title 
or  title  III  or  other  law  of  the  United  States  relating  to  narcotic 
drugs,  marihuana,  or  depressant  or  stimulant  substances,  have 
become  final,  such  person  shall  be  sentenced  to  a  term  of  imprison- 
ment of  not  more  than  8  years,  a  fine  of  not  more  than  $60,000,  or 
both. 

(d)  In  addition  to  any  other  applicable  penalty,  any  person  con- 
victed of  a  felony  violation  of  this  section  relating  to  the  receipt, 
distribution,  or  importation  of  a  listed  chemical  may  be  enjoined 
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frorn  engaging  in  any  regulated  transaction  involving  a  listed 

chemical  for  not  more  than  ten  years. 

i 

PENALTY  FOR  SIMPLE  POSSESSION 

Sec.  404.  [844]  (a)  It  shall  be  unlawful  for  any  person  knowingly 
or  intentionally  to  possess  a  controlled  substance  unless  such  sub- 
stance was  obtained  directly,  or  pursuant  to  a  valid  prescription  or 
order,  from  a  practitioner,  while  acting  in  the  course  of  his  profes- 
sional practice,  or  except  as  otherwise  authorized  by  this  title  or 
title  III.  Any  person  who  violates  this  subsection  shall  be  sentenced 
to  a  term  of  imprisonment  of  not  more  than  1  year,  and  be  fine  a 
minimum  of  $1,000,  or  both,  except  that  if  he  commits  such  offense 
after  a  prior  conviction  under  this  title  or  title  III,  or  a  prior  con- 
viction for  any  drug  or  narcotic  offense  chargeable  under  the  law 
of  any  State,  has  become  final,  he  shall  be  sentenced  to  a  term  of 
imprisonment  for  not  less  than  15  days  but  not  more  than  2  years, 
and  shall  be  fined  a  minimum  of  $2,500,  except,  further,  that  if  he 
commits  such  offense  after  two  or  more  prior  convictions  under 
this  title  or  title  III,  or  two  or  more  prior  convictions  for  any  drug 
or  narcotic  offense  chargeable  under  the  law  of  any  State,  or  a 
combination  of  two  or  more  such  offenses  have  become  final,  he 
shall  be  sentenced  to  a  term  of  imprisonment  for  not  less  than  90 
days  but  not  more  than  3  years,  and  shall  be  fined  a  minimum  of 
$5,000.  Notwithstanding  the  preceding  sentence,  a  person  convicted 
under  this  subsection  for  the  possession  of  a  mixture  or  substance 
which  contains  cocaine  base  shall  be  imprisoned  not  less  than  5 
years  and  not  more  than  20  years,  and  fined  a  minimum  of  $1,000, 
if  the  conviction  is  a  first  conviction  under  this  subsection  and  the 
amount  of  the  mixture  or  substance  exceeds  5  grams,  if  the  convic- 
tion is  after  a  prior  conviction  for  the  possession  of  such  a  mixture 
or  substance  under  this  subsection  becomes  final  and  the  amount 
of  the  mixture  or  substance  exceeds  3  grams,  or  if  the  conviction  is 
after  2  or  more  prior  convictions  for  the  possession  of  such  a  mix- 
ture or  substance  under  this  subsection  become  final  and  the 
amount  of  the  mixture  or  substance  exceeds  1  gram.  The  imposi- 
tion or  execution  of  a  minimum  sentence  required  to  be  imposed 
under  this  subsection  shall  not  be  suspended  or  deferred.  Further, 
upon  conviction,  a  person  who  violates  this  subsection  shall  be 
fined  the  reasonable  costs  of  the  investigation  and  prosecution  of 
the  offense,  including  the  costs  of  prosecution  of  an  offense  as  de- 
fined in  section  1918  and  1920  of  title  28,  United  States  Code, 
except  that  this  sentence  shall  not  apply  and  a  fine  under  this  sec- 
tion need  not  be  imposed  if  the  court  determines  under  the  provi- 
sion of  title  18  that  the  defendant  lacks  the  ability  to  pay. 

(c) 1  As  used  in  this  section,  the  term  "drug  or  narcotic  offense' ' 
means  any  offense  which  proscribes  the  possession,  distribution, 
manufacture,  cultivation,  sale,  transfer,  or  the  attempt  or  conspira- 
cy to  possess,  distribute,  manufacture,  cultivate,  sell  or  transfer 
any  substance  the  possession  of  which  is  prohibited  under  this  title. 


1  So  in  law.  See  sections  219  and  235  of  P.L.  98-473  (98  Stat.  2027,  2031)  and  section  1052  of 
P.L.  99-570  (100  Stat.  3207-8). 
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SEC.  405.  [844a]  CIVIL  PENALTY  FOR  POSSESSION  OF  SMALL  AMOUNTS  OF 
CERTAIN  CONTROLLED  SUBSTANCES. 

(a)  In  General. — Any  individual  who  knowingly  possesses  a  con- 
trolled substance  that  is  listed  in  section  401(b)(1)(A)  in  violation  of 
section  404  in  an  amount  that,  as  specified  by  regulation  of  the  At- 
torney General,  is  a  personal  use  amount  shall  be  liable  to  the 
United  States  for  a  civil  penalty  in  an  amount  not  to  exceed 
$10,000  for  each  such  violation. 

(b)  Income  and  Net  Assets. — The  income  and  net  assets  of  an  in- 
dividual shall  not  be  relevant  to  the  determination  whether  to 
assess  a  civil  penalty  under  this  section  or  to  prosecute  the  individ- 
ual criminally.  However,  in  determining  the  amount  of  a  penalty 
under  this  section,  the  income  and  net  assets  of  an  individual  shall 
be  considered. 

(c)  Prior  Conviction. — A  civil  penalty  may  not  be  assessed 
under  this  section  if  the  individual  previously  was  convicted  of  a 
Federal  or  State  offense  relating  to  a  controlled  substance. 

(d)  Limitation  on  Number  of  Assessments. — A  civil  penalty 
may  not  be  assessed  on  an  individual  under  this  section  on  more 
than  two  separate  occasions. 

(e)  Assessment. — A  civil  penalty  under  this  section  may  be  as- 
sessed by  the  Attorney  General  only  by  an  order  made  on  the 
record  after  opportunity  for  a  hearing  in  accordance  with  section 
554  of  title  5,  United  States  Code.  The  Attorney  General  shall  pro- 
vide written  notice  to  the  individual  who  is  the  subject  of  the  pro- 
posed order  informing  the  individual  of  the  opportunity  to  receive 
such  a  hearing  with  respect  to  the  proposed  order.  The  hearing 
may  be  held  only  if  the  individual  makes  a  request  for  the  hearing 
before  the  expiration  of  the  30-day  period  beginning  on  the  date 
such  notice  is  issued. 

(f)  Compromise. — The  Attorney  General  may  compromise, 
modify,  or  remit,  with  or  without  conditions,  any  civil  penalty  im- 
posed under  this  section. 

(g)  Judicial  Review. — If  the  Attorney  General  issues  an  order 
pursuant  to  subsection  (e)  after  a  hearing  described  in  such  subsec- 
tion, the  individual  who  is  the  subject  of  the  order  may,  before  the 
expiration  of  the  30-day  period  beginning  on  the  date  the  order  is 
issued,  bring  a  civil  action  in  the  appropriate  district  court  of  the 
United  States.  In  such  action,  the  law  and  the  facts  of  the  violation 
and  the  assessment  of  the  civil  penalty  shall  be  determined  de 
novo,  and  shall  include  the  right  of  a  trial  by  jury,  the  right  to 
counsel,  and  the  right  to  confront  witnesses.  The  facts  of  the  viola- 
tion shall  be  proved  beyond  a  reasonable  doubt. 

(h)  Civil  Action. — If  an  individual  does  not  request  a  hearing 
pursuant  to  subsection  (e)  and  the  Attorney  General  issues  an 
order  pursuant  to  such  subsection,  or  if  an  individual  does  not 
under  subsection  (g)  seek  judicial  review  of  such  an  order,  the  At- 
torney General  may  commence  a  civil  action  in  any  appropriate 
district  court  of  the  United  States  for  the  purpose  of  recovering  the 
amount  assessed  and  an  amount  representing  interest  at  a  rate 
computed  in  accordance  with  section  1961  of  title  28,  United  States 
Code.  Such  interest  shall  accrue  from  the  expiration  of  the  30-day 
period  described  in  subsection  (g).  In  such  an  action,  the  decision  of 
the  Attorney  General  to  issue  the  order,  and  the  amount  of  the 
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penalty  assessed  by  the  Attorney  General,  shall  not  be  subject  to 
review. 

(i)  Limitation. — The  Attorney  General  may  not  under  this  sub- 
section commence  proceeding  against  an  individual  after  the  expi- 
ration of  the  5-year  period  beginning  on  the  date  on  which  the  indi- 
vidual allegedly  violated  subsection  (a). 

(j)  Expungement  Procedures. — The  Attorney  General  shall  dis- 
miss the  proceedings  under  this  section  against  an  individual  upon 
application  of  such  individual  at  any  time  after  the  expiration  of  3 
years  if — 

(1)  the  individual  has  not  previously  been  assessed  a  civil 
penalty  under  this  section; 

(2)  the  individual  has  paid  the  assessment; 

(3)  the  individual  has  complied  with  any  conditions  imposed 
by  the  Attorney  General; 

(4)  the  individual  has  not  been  convicted  of  a  Federal  or 
State  offense  relating  to  a  controlled  substance;  and 

(5)  the  individual  agrees  to  submit  to  a  drug  test,  and  such 
test  shows  the  individual  to  be  drug  free. 

A  nonpublic  record  of  a  disposition  under  this  subsection  shall  be 
retained  by  the  Department  of  Justice  solely  for  the  purpose  of  de- 
termining in  any  subsequent  proceeding  whether  the  person  quali- 
fied for  a  civil  penalty  or  expungement  under  this  section.  If  a 
record  is  expunged  under  this  subsection,  an  individual  concerning 
whom  such  an  expungement  has  been  made  shall  not  be  held 
thereafter  under  any  provision  of  law  to  be  guilty  of  perjury,  false 
swearing,  or  making  a  false  statement  by  reason  of  his  failure  to 
recite  or  acknowledge  a  proceeding  under  this  section  or  the  results 
thereof  in  response  to  an  inquiry  made  of  him  for  any  purpose. 

ATTEMPT  AND  CONSPIRACY 

Sec.  406.  [846]  Any  person  who  attempts  or  conspires  to 
commit  any  offense  defined  in  this  title  shall  be  subject  to  the  same 
penalties  as  those  prescribed  for  the  offense,  the  commission  of 
which  was  the  object  of  the  attempt  or  conspiracy. 

ADDITIONAL  PENALTIES 

Sec.  407.  [847]  Any  penalty  imposed  for  violation  of  this  title 
shall  be  in  addition  to,  and  not  in  lieu  of,  any  civil  or  administra- 
tive penalty  or  sanction  authorized  by  law. 

CONTINUING  CRIMINAL  ENTERPRISE 

Sec.  408.  [848]  (a)  Any  person  who  engages  in  a  continuing 
criminal  enterprise  shall  be  sentenced  to  a  term  of  imprisonment 
which  may  not  be  less  than  20  years  and  which  may  be  up  to  life 
imprisonment,  to  a  fine  not  to  exceed  the  greater  of  that  author- 
ized in  accordance  with  the  provisions  of  title  18,  United  States 
Code,  or  $2,000,000  if  the  defendant  is  an  individual  or  $5,000,000  if 
the  defendant  is  other  than  an  individual,  and  to  the  forfeiture  pre- 
scribed in  section  413  of  this  title;  except  that  if  any  person  en- 
gages in  such  activity  after  one  or  more  prior  convictions  of  him 
under  this  section  have  become  final,  he  shall  be  sentenced  to  a 
term  of  imprisonment  which  may  not  be  less  than  30  years  and 
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which  may  be  up  to  life  imprisonment,  to  a  fine  not  to  exceed  the 
greater  of  twice  the  amount  authorized  in  accordance  with  the  pro- 
visions of  title  18,  United  States  Code,  or  $4,000,000  if  the  defend- 
ant is  an  individual  or  $10,000,000  if  the  defendant  is  other  than  an 
individual,  and  to  the  forfeiture  prescribed  in  section  413  of  this 
title. 

(b)  Any  person  who  engages  in  a  continuing  criminal  enterprise 
shall  be  imprisoned  for  life  and  fined  in  accordance  with  subsection 
(a),  if- 

(1)  such  person  is  the  principal  administrator,  organizer,  or 
leader  of  the  enterprise  or  is  one  of  several  such  principal  ad- 
ministrators, organizers,  or  leaders;  and 

(2)  (A)  the  violation  referred  to  in  subsection  (d)(1)  involved  at 
least  300  times  the  quantity  of  a  substance  described  in  subsec- 
tion 401(b)(1)(B)  of  this  Act,  or 

(B)  the  enterprise,  or  any  other  enterprise  in  which  the  de- 
fendant was  the  principal  or  one  of  several  principal  adminis- 
trators, organizers,  or  leaders,  received  $10  million  dollars  in 
gross  receipts  during  any  twelve-month  period  of  its  existence 
for  the  manufacture,  importation,  or  distribution  of  a  sub- 
stance described  in  section  401(b)(1)(B)  of  this  Act." 

(c)  For  purposes  of  subsection  (a),  a  person  is  engaged  in  a  con- 
tinuing criminal  enterprise  if— 

(1)  he  violates  any  provision  of  this  title  or  title  III  the  pun- 
ishment for  which  is  a  felony,  and 

(2)  such  violation  is  a  part  of  a  continuing  series  of  violations 
of  this  title  or  title  III— 

(A)  which  are  undertaken  by  such  person  in  concert  with 
five  or  more  other  persons  with  respect  to  whom  such 
person  occupies  a  position  of  organizer,  a  supervisory  posi- 
tion, or  any  other  position  of  management,  and 

(B)  from  which  such  person  obtains  substantial  income 
or  resources. 

(d)  In  the  case  of  any  sentence  imposed  under  this  section,  impo- 
sition or  execution  of  such  sentence  shall  not  be  suspended,  proba- 
tion shall  not  be  granted,  and  the  Act  of  July  15,  1932  (D.C.  Code, 
sees.  24-203—24-207),  shall  not  apply. 

Death  Penalty 

(e)  HD  In  addition  to  the  other  penalties  set  forth  in  this  sec- 
tion— 

(A)  any  person  engaging  in  or  working  in  furtherance  of  a 
continuing  criminal  enterprise,  or  any  person  engaging  in  an 
offense  punishable  under  section  841(b)(1)(A)  or  section  960(b)(1) 
who  intentionally  kills  or  counsels,  commands,  induces,  pro- 
cures, or  causes  the  intentional  killing  of  an  individual  and 
such  killing  results,  shall  be  sentenced  to  any  term  of  impris- 
onment, which  shall  not  be  less  than  20  years,  and  which  may 
be  up  to  life  imprisonment,  or  may  be  sentenced  to  death;  and 


1  Pub.  L.  100-690,  §  7001(a)(1),  which  directed  redesignation  of  former  subsec.  (e)  as  (f),  could 
not  be  executed  because  of  prior  redesignation  of  former  subsec.  (e)  as  (d)  by  Pub.  L.  100-690. 
§  6481(b),  which  resulted  in  there  not  being  a  subsec.  (f). 
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(B)  any  person,  during  the  commission  of,  in  furtherance  of, 
or  while  attempting  to  avoid  apprehension,  prosecution  or  serv- 
ice of  a  prison  sentence  for,  a  felony  violation  of  this  title  or 
title  III  who  intentionally  kills  or  counsels,  commands,  induces, 
procures,  or  causes  the  intentional  killing  of  any  Federal, 
State,  or  local  law  enforcement  officer  engaged  in,  or  on  ac- 
count of,  the  performance  of  such  officer's  official  duties  and 
such  killing  results,  shall  be  sentenced  to  any  term  of  impris- 
onment, which  shall  not  be  less  than  20  years,  and  which  may 
be  up  to  life  imprisonment,  or  may  be  sentenced  to  death;  and 
(2)  As  used  in  paragraph  (l)(b),  the  term  "law  enforcement  offi- 
cer" means  a  public  servant  authorized  by  law  or  by  a  Government 
agency  or  Congress  to  conduct  or  engage  in  the  prevention,  investi- 
gation, prosecution  or  adjudication  of  an  offense,  and  includes 
those  engaged  in  corrections,  probation,  or  parole  functions. 

Hearing  Required  With  Respect  to  the  Death  Penalty 

(g)  A  person  shall  be  subjected  to  the  penalty  of  death  for  any 
offense  under  this  section  only  if  a  hearing  is  held  in  accordance 
with  this  section. 

Notice  by  the  Government  in  Death  Penalty  Cases 

(h)  (1)  Whenever  the  Government  intends  to  seek  the  death  penal- 
ty for  an  offense  under  this  section  for  which  one  of  the  sentences 
provided  is  death,  the  attorney  for  the  Government,  a  reasonable 
time  before  trial  or  acceptance  by  the  court  of  a  plea  of  guilty, 
shall  sign  and  file  with  the  court,  and  serve  upon  the  defendant,  a 
notice — 

(A)  that  the  Government  in  the  event  of  conviction  will  seek 
the  sentence  of  death;  and 

(B)  setting  forth  the  aggravating  factors  enumerated  in  sub- 
section (n)  and  any  other  aggravating  factors  which  the  Gov- 
ernment will  seek  to  prove  as  the  basis  for  the  death  penalty. 

(2)  The  court  may  permit  the  attorney  for  the  Government  to 
amend  this  notice  for  good  cause  shown. 

Hearing  Before  Court  or  Jury 

(i)  (l)  When  the  attorney  for  the  Government  has  filed  a  notice  as 
required  under  subsection  (h)  and  the  defendant  is  found  guilty  of 
or  pleads  guilty  to  an  offense  under  subsection  (e),  the  judge  who 
presided  at  the  trial  or  before  whom  the  guilty  plea  was  entered,  or 
any  other  judge  if  the  judge  who  presided  at  the  trial  or  before 
whom  the  guilty  plea  was  entered  is  unavailable,  shall  conduct  a 
separate  sentencing  hearing  to  determine  the  punishment  to  be  im- 
posed. The  hearing  shall  be  conducted — 

(A)  before  the  jury  which  determined  the  defendant's  guilt; 

(B)  before  a  jury  impaneled  for  the  purpose  of  the  hearing 
if— 

(i)  the  defendant  was  convicted  upon  a  plea  of  guilty; 

(ii)  the  defendant  was  convicted  after  a  trial  before  the 
court  sitting  without  a  jury; 
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(iii)  the  jury  which  determined  the  defendant's  guilt  has 
been  discharged  for  good  cause;  or 

(iv)  after  initial  imposition  of  a  sentence  under  this  sec- 
tion, redetermination  of  the  sentence  under  this  section  is 
necessary;  or 

(C)  before  the  court  alone,  upon  the  motion  of  the  defendant 
and  with  the  approval  of  the  Government. 
(2)  A  jury  impaneled  under  paragraph  (1)(B)  shall  consist  of  12 
members,  unless,  at  any  time  before  the  conclusion  of  the  hearing, 
the  parties  stipulate  with  the  approval  of  the  court  that  it  shall 
consist  of  any  number  less  than  12. 

Proof  of  Aggravating  and  Mitigating  Factors 

(j)  Notwithstanding  rule  32(c)  of  the  Federal  Rules  of  Criminal 
Procedure,  when  a  defendant  is  found  guilty  of  or  pleads  guilty  to 
an  offense  under  subsection  (e),  no  presentence  report  shall  be  pre- 
pared. In  the  sentencing  hearing,  information  may  be  presented  as 
to  matters  relating  to  any  of  the  aggravating  or  mitigating  factors 
set  forth  in  subsections  (m)  and  (n),  or  any  other  mitigating  factor 
or  any  other  aggravating  factor  for  which  notice  has  been  provided 
under  subsection  (h)(1)(B).  Where  information  is  presented  relating 
to  any  of  the  aggravating  factors  set  forth  in  subsection  (n),  infor- 
mation may  be  presented  relating  to  any  other  aggravating  factor 
for  which  notice  has  been  provided  under  subsection  (h)(1)(B).  Infor- 
mation presented  may  include  the  trial  transcript  and  exhibits  if 
the  hearing  is  held  before  a  jury  or  judge  not  present  during  the 
trial,  or  at  the  trial  judge's  discretion.  Any  other  information  rele- 
vant to  such  mitigating  or  aggravating  factors  may  be  presented  by 
either  the  Government  or  the  defendant,  regardless  of  its  admissi- 
bility under  the  rules  governing  admission  of  evidence  at  criminal 
trials,  except  that  information  may  be  excluded  if  its  probative 
value  is  substantially  outweighed  by  the  danger  of  unfair  prejudice, 
confusion  of  the  issues,  or  misleading  the  jury.  The  Government 
and  the  defendant  shall  be  permitted  to  rebut  any  information  re- 
ceived at  the  hearing  and  shall  be  given  fair  opportunity  to  present 
argument  as  to  the  adequacy  of  the  information  to  establish  the  ex- 
istence of  any  of  the  aggravating  or  mitigating  factors  and  as  to  ap- 
propriateness in  that  case  of  imposing  a  sentence  of  death.  The 
Government  shall  open  the  argument.  The  defendant  shall  be  per- 
mitted to  reply.  The  Government  shall  then  be  permitted  to  reply 
in  rebuttal.  The  burden  of  establishing  the  existence  of  any  aggra- 
vating factor  is  on  the  Government,  and  is  not  satisfied  unless  es- 
tablished beyond  a  reasonable  doubt.  The  burden  of  establishing 
the  existence  of  any  mitigating  factor  is  on  the  defendant,  and  is 
not  satisfied  unless  established  by  a  preponderance  of  the  evidence. 

Return  of  Findings 

(k)  The  jury,  or  if  there  is  no  jury,  the  court,  shall  consider  all 
the  information  received  during  the  hearing.  It  shall  return  special 
findings  identifying  any  aggravating  factors  set  forth  in  subsection 
(n),  found  to  exist.  If  one  of  the  aggravating  factors  set  forth  in  sub- 
section (n)(l)  and  another  of  the  aggravating  factors  set  forth  in 
paragraphs  (2)  through  (12)  of  subsection  (n)  is  found  to  exist,  a  spe- 
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cial  finding  identifying  any  other  aggravating  factor  for  which 
notice  has  been  provided  under  subsection  (h)(1)(B),  may  be  re- 
turned. A  finding  with  respect  to  a  mitigating  factor  may  be  made 
by  one  or  more  of  the  members  of  the  jury,  and  any  member  of  the 
jury  who  finds  the  existence  of  a  mitigating  factor  may  consider 
such  a  factor  established  for  purposes  of  this  subsection,  regardless 
of  the  number  of  jurors  who  concur  that  the  factor  has  been  estab- 
lished. A  finding  with  respect  to  any  aggravating  factor  must  be 
unanimous.  If  an  aggravating  factor  set  forth  in  subsection  (n)(l)  is 
not  found  to  exist  or  an  aggravating  factor  set  forth  in  subsection 
(n)(l)  is  found  to  exist  but  no  other  aggravating  factor  set  forth  in 
subsection  (n)  is  found  to  exist,  the  court  shall  impose  a  sentence, 
other  than  death,  authorized  by  law.  If  an  aggravating  factor  set 
forth  in  subsection  (n)(l)  and  one  or  more  of  the  other  aggravating 
factors  set  forth  in  subsection  (n)  are  found  to  exist,  the  jury,  or  if 
there  is  no  jury,  the  court,  shall  then  consider  whether  the  aggra- 
vating factors  found  to  exist  sufficiently  outweigh  any  mitigating 
factor  or  factors  found  to  exist,  or  in  the  absence  of  mitigating  fac- 
tors, whether  aggravating  factors  are  themselves  sufficient  to  justi- 
fy a  sentence  of  death.  Based  upon  this  consideration,  the  jury  by 
unanimous  vote,  or  if  there  is  no  jury,  the  court,  shall  recommend 
that  a  sentence  of  death  shall  be  imposed  rather  than  a  sentence  of 
life  imprisonment  without  possibility  of  release  or  some  other 
lesser  sentence.  The  jury  or  the  court,  regardless  of  its  findings 
with  respect  to  aggravating  and  mitigating  factors,  is  never  re- 
quired to  impose  a  death  sentence  and  the  jury  shall  be  so  instruct- 
ed. 

Imposition  of  Sentence 

(1)  Upon  the  recommendation  that  the  sentence  of  death  be  im- 
posed, the  court  shall  sentence  the  defendant  to  death.  Otherwise 
the  court  shall  impose  a  sentence,  other  than  death,  authorized  by 
law.  A  sentence  of  death  shall  not  be  carried  out  upon  a  person 
who  is  under  18  years  of  age  at  the  time  the  crime  was  committed. 
A  sentence  of  death  shall  not  be  carried  out  upon  a  person  who  is 
mentally  retarded.  A  sentence  of  death  shall  not  be  carried  out 
upon  a  person  who,  as  a  result  of  mental  disability — 

(1)  cannot  understand  the  nature  of  the  pending  proceedings, 
what  such  person  was  tried  for,  the  reason  for  the  punishment, 
or  the  nature  of  the  punishment;  or 

(2)  lacks  the  capacity  to  recognize  or  understand  facts  which 
would  make  the  punishment  unjust  or  unlawful,  or  lacks  the 
ability  to  convey  such  information  to  counsel  or  to  the  court. 

Mitigating  Factors 

(m)  In  determining  whether  a  sentence  of  death  is  to  be  imposed 
on  a  defendant,  the  finder  of  fact  shall  consider  mitigating  factors, 
including  the  following: 

(1)  The  defendant's  capacity  to  appreciate  the  wrongfulness 
of  the  defendant's  conduct  or  to  conform  conduct  to  the  re- 
quirements of  law  was  significantly  impaired,  regardless  of 
whether  the  capacity  was  so  impaired  as  to  constitute  a  de- 
fense to  the  charge. 
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(2)  The  defendant  was  under  unusual  and  substantial  duress, 
regardless  of  whether  the  duress  was  of  such  a  degree  as  to 
constitute  a  defense  to  the  charge. 

(3)  The  defendant  is  punishable  as  a  principal  (as  defined  in 
section  2  of  title  18  of  the  United  States  Code)  in  the  offense, 
which  was  committed  by  another,  but  the  defendant's  partici- 
pation was  relatively  minor,  regardless  of  whether  the  partici- 
pation was  so  minor  as  to  constitute  a  defense  to  the  charge. 

(4)  The  defendant  could  not  reasonably  have  foreseen  that 
the  defendant's  conduct  in  the  course  of  the  commission  of 
murder,  or  other  offense  resulting  in  death  for  which  the  de- 
fendant was  convicted,  would  cause,  or  would  create  a  grave 
risk  of  causing,  death  to  any  person. 

(5)  The  defendant  was  youthful,  although  not  under  the  age 
of  18. 

(6)  The  defendant  did  not  have  a  significant  prior  criminal 
record. 

(7)  The  defendant  committed  the  offense  under  severe 
mental  or  emotional  disturbance. 

(8)  Another  defendant  or  defendants,  equally  culpable  in  the 
crime,  will  not  be  punished  by  death. 

(9)  The  victim  consented  to  the  criminal  conduct  that  result- 
ed in  the  victim's  death. 

(10)  That  other  factors  in  the  defendant's  background  or 
character  mitigate  against  imposition  of  the  death  sentence. 

Aggravating  Factors  for  Homicide 

(n)  If  the  defendant  is  found  guilty  of  or  pleads  guilty  to  an  of- 
fense under  subsection  (e),  the  following  aggravating  factors  are  the 
only  aggravating  factors  that  shall  be  considered,  unless  notice  of 
additional  aggravating  factors  is  provided  under  subsection 
(h)(1)(B): 

(1)  The  defendant— 

(A)  intentionally  killed  the  victim; 

(B)  intentionally  inflicted  serious  bodily  injury  which  re- 
sulted in  the  death  of  the  victim; 

(C)  intentionally  engaged  in  conduct  intending  that  the 
victim  be  killed  or  that  lethal  force  be  employed  against 
the  victim,  which  resulted  in  the  death  of  the  victim; 

(D)  intentionally  engaged  in  conduct  which — 

(i)  the  defendant  knew  would  create  a  grave  risk  of 
death  to  a  person,  other  than  one  of  the  participants 
in  the  offense;  and 

(ii)  resulted  in  the  death  of  the  victim. 

(2)  The  defendant  has  been  convicted  of  another  Federal  of- 
fense, or  a  State  offense  resulting  in  the  death  of  a  person,  for 
which  a  sentence  of  life  imprisonment  or  a  sentence  of  death 
was  authorized  by  statute. 

(3)  The  defendant  has  previously  been  convicted  of  two  or 
more  State  or  Federal  offenses  punishable  by  a  term  of  impris- 
onment of  more  than  one  year,  committed  on  a  different  occa- 
sions, involving  the  infliction  of,  or  attempted  infliction  of,  se- 
rious bodily  injury  upon  another  person. 
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(4)  The  defendant  has  previously  been  convicted  of  two  or 
more  State  or  Federal  offenses  punishable  by  a  term  of  impris- 
onment of  more  than  one  year,  committed  on  different  occa- 
sions, involving  the  distribution  of  a  controlled  substance. 

(5)  In  the  commission  of  the  offense  or  in  escaping  apprehen- 
sion for  a  violation  of  subsection  (e),  the  defendant  knowingly 
created  a  grave  risk  of  death  to  one  or  more  persons  in  addi- 
tion to  the  victims  of  the  offense. 

(6)  The  defendant  procured  the  commission  of  the  offense  by 
payment,  or  promise  of  payment,  of  anything  of  pecuniary 
value. 

(7)  The  defendant  committed  the  offense  as  consideration  for 
the  receipt,  or  in  the  expectation  of  the  receipt,  of  anything  of 
pecuniary  value. 

(8)  The  defendant  committed  the  offense  after  substantial 
planning  and  premeditation. 

(9)  The  victim  was  particularly  vulnerable  due  to  old  age, 
youth,  or  infirmity. 

(10)  The  defendant  had  previously  been  convicted  of  violating 
this  title  or  title  III  for  which  a  sentence  of  five  or  more  years 
may  be  imposed  or  had  previously  been  convicted  of  engaging 
in  a  continuing  criminal  enterprise. 

(11)  The  violation  of  this  title  in  relation  to  which  the  con- 
duct described  in  subsection  (e)  occurred  was  a  violation  of  sec- 
tion 405. 

(12)  The  defendant  committed  the  offense  in  an  especially 
heinous,  cruel,  or  depraved  manner  in  that  it  involved  torture 
or  serious  physical  abuse  to  the  victim. 

Right  of  the  Defendant  to  Justice  Without  Discrimination 

(o)(l)  In  any  hearing  held  before  a  jury  under  this  section,  the 
court  shall  instruct  the  jury  that  in  its  consideration  of  whether 
the  sentence  of  death  is  justified  it  shall  not  consider  the  race, 
color,  religious  beliefs,  national  origin,  or  sex  of  the  defendant  or 
the  victim,  and  that  the  jury  is  not  to  recommend  a  sentence  of 
death  unless  it  has  concluded  that  it  would  recommend  a  sentence 
of  death  for  the  crime  in  question  no  matter  what  the  race,  color, 
religious  beliefs,  national  origin,  or  sex  of  the  defendant,  or  the 
victim,  may  be.  The  jury  shall  return  to  the  court  a  certificate 
signed  by  each  juror  that  consideration  of  the  race,  color,  religious 
beliefs,  national  origin,  or  sex  of  the  defendant  or  the  victim  was 
not  involved  in  reaching  his  or  her  individual  decision,  and  that 
the  individual  juror  would  have  made  the  same  recommendation 
regarding  a  sentence  for  the  crime  in  question  no  matter  what  the 
race,  color,  religious  beliefs,  national  origin,  or  sex  of  the  defend- 
ant, or  the  victim,  may  be. 

(2)  Not  later  than  one  year  from  the  date  of  enactment  of  the 
Anti-Drug  Abuse  Amendments  Act  of  1988,  the  Comptroller  Gener- 
al shall  conduct  a  study  of  the  various  procedures  used  by  the  sev- 
eral States  for  determining  whether  or  not  to  impose  the  death 
penalty  in  particular  cases,  and  shall  report  to  the  Congress  on 
whether  or  not  any  or  all  of  the  various  procedures  create  a  signifi- 
cant risk  that  the  race  of  a  defendant,  or  the  race  of  a  victim 
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against  whom  a  crime  was  committed,  influence  the  likelihood  that 
defendants  in  those  States  will  be  sentenced  to  death.  In  conduct- 
ing the  study  required  by  this  paragraph,  the  General  Accounting 
Office  shall— 

(A)  use  ordinary  methods  of  statistical  analysis,  including 
methods  comparable  to  those  ruled  admissiable  by  the  courts 
in  race  discrimination  cases  under  title  VII  of  the  Civil  Rights 
Act  of  1964; 

(B)  study  only  crimes  occurring  after  January  1,  1976;  and 

(C)  determine  what,  if  any,  other  factors,  including  any  rela- 
tion between  any  aggravating  or  mitigating  factors  and  the 
race  of  the  victim  or  the  defendant,  may  account  for  any  evi- 
dence that  the  race  of  the  defendant,  or  the  race  of  the  victim, 
influences  the  likelihood  that  defendants  will  be  sentenced  to 
death.  In  addition,  the  General  Accounting  Office  shall  exam- 
ine separately  and  include  in  the  report,  death  penalty  cases 
involving  crimes  similar  to  those  covered  under  this  section. 

Sentencing  in  Capital  Cases  in  Which  Death  Penalty  is  not  Sought 

or  Imposed 

(p)  If  a  person  is  convicted  for  an  offense  under  subsection  (e)  and 
the  court  does  not  impose  the  penalty  of  death,  the  court  may 
impose  a  sentence  of  life  imprisonment  without  the  possibility  of 
parole. 

Appeal  in  Capital  Cases;  Counsel  for  Financially  Unable 
Defendants 

(q)(l)  In  any  case  in  which  the  sentence  of  death  is  imposed 
under  this  section,  the  sentence  of  death  shall  be  subject  to  review 
by  the  court  of  appeals  upon  appeal  by  the  defendant.  Notice  of 
appeal  must  be  filed  within  the  time  prescribed  for  appeal  of  judg- 
ment in  section  2107  of  title  28,  United  States  Code.  An  appeal 
under  this  section  may  be  consolidated  with  an  appeal  of  the  judg- 
ment of  conviction.  Such  review  shall  have  priority  over  all  other 
cases. 

(2)  On  review  of  the  sentence,  the  court  of  appeals  shall  consider 
the  record,  the  evidence  submitted  during  the  trial,  the  informa- 
tion submitted  during  the  sentencing  hearing,  the  procedures  em- 
ployed in  the  sentencing  hearing,  and  the  special  findings  returned 
under  this  section. 

(3)  The  court  shall  affirm  the  sentence  if  it  determines  that — 

(A)  the  sentence  of  death  was  not  imposed  under  the  influ- 
ence of  passion,  prejudice,  or  any  other  arbitrary  factor;  and 

(B)  the  information  supports  the  special  finding  of  the  exist- 
ence of  every  aggravating  factor  upon  which  the  sentence  was 
based,  together  with,  or  the  failure  to  find,  any  mitigating  fac- 
tors as  set  forth  or  allowed  in  this  section. 

In  all  other  cases  the  court  shall  remand  the  case  for  reconsider- 
ation under  this  section.  The  court  of  appeals  shall  state  in  writing 
the  reasons  for  its  disposition  of  the  review  of  the  sentence. 

(4)  (A)  Notwithstanding  any  other  provision  of  law  to  the  con- 
trary, in  every  criminal  action  in  whcih  a  defendant  is  charged 
with  a  crime  which  may  be  punishable  by  death,  a  defendant  who 
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is  or  becomes  financially  unable  to  obtain  adequate  representation 
or  investigative,  expert,  or  other  reasonably  necessary  services  at 
any  time  either — 

(i)  before  judgment;  or 

(ii)  after  the  entry  of  a  judgment  imposing  a  sentence  of 
death  but  before  the  execution  of  that  judgment; 

shall  be  entitled  to  the  appointment  of  one  or  more  attorneys  and 
the  furnishing  of  such  other  services  in  accordance  with  para- 
graphs (5),  (6),  (7),  (8),  and  (9). 

(B)  In  any  post  conviction  proceeding  under  section  2254  or  2255 
of  title  28,  United  States  Code,  seeking  to  vacate  or  set  aside  a 
death  sentence,  any  defendant  who  is  or  becomes  financially 
unable  to  obtain  adequate  representation  or  investigative,  expert, 
or  other  reasonably  necessary  services  shall  be  entitled  to  the  ap- 
pointment of  one  or  more  attorneys  and  the  furnishing  of  such 
other  services  in  accordance  with  paragraphs  (5),  (6),  (7),  (8),  and  (9). 

(5)  If  the  appointment  is  made  before  judgment,  at  least  one  at- 
torney so  appointed  must  have  been  admitted  to  practice  in  the 
court  in  which  the  prosecution  is  to  be  tried  for  less  than  five 
years,  and  must  have  had  not  less  than  three  years  experience  in 
the  actual  trial  of  felony  prosecutions  in  that  court. 

(6)  If  the  appointment  is  made  after  judgment,  at  least  one  attor- 
ney so  appointed  must  have  been  admitted  to  practice  in  the  court 
of  appeals  for  not  less  than  five  years,  and  must  have  had  not  less 
than  three  years  experience  in  the  handling  of  appeals  in  that 
court  in  felony  cases. 

(7)  With  respect  to  paragraphs  (5)  and  (6),  the  court,  for  good 
cause,  may  appoint  another  attorney  whose  background,  knowl- 
edge, or  experience  would  otherwise  enable  him  or  her  to  properly 
represent  the  defendant,  with  due  consideration  to  the  seriousness 
of  the  possible  penalty  and  to  the  unique  and  complex  nature  of 
the  litigation. 

(8)  Unless  replaced  by  similarly  qualified  counsel  upon  the  attor- 
ney's own  motion  or  upon  motion  of  the  defendant,  each  attorney 
so  appointed  shall  represent  the  defendant  throughout  every  subse- 
quent stage  of  available  judicial  proceedings,  including  pretrial  pro- 
ceedings, trial,  sentencing,  motions  for  new  trial,  appeals,  applica- 
tions, for  writ  of  certiorari  to  the  Supreme  Court  of  the  United 
States,  and  all  available  post-conviction  process,  together  with  ap- 
plications for  stays  of  execution  and  other  appropriate  motions  and 
procedures,  and  shall  also  represent  the  defendant  in  such  compe- 
tency proceedings  and  proceedings  for  executive  or  other  clemency 
as  may  be  available  to  the  defendant. 

(9)  Upon  a  finding  in  ex  parte  proceedings  that  investigative, 
expert  or  other  services  are  reasonably  necessary  for  the  represen- 
tation of  the  defendant,  whether  in  connection  with  issues  relating 
to  guilt  or  sentence,  the  court  shall  authorize  the  defendant's  attor- 
neys to  obtain  such  services  on  behalf  of  the  defendant  and  shall 
order  the  payment  of  fees  and  expenses  therefore,  under  paragraph 
(10).  Upon  a  finding  that  timely  procurement  of  such  services  could 
not  practicably  await  prior  authorization,  the  court  may  authorize 
the  provision  of  and  payment  for  such  services  nunc  pro  tunc. 
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(10)  Notwithstanding  the  rates  and  maximum  limits  generally 
applicable  to  criminal  cases  and  any  other  provision  of  law  to  the 
contrary,  the  court  shall  fix  the  compensation  to  be  paid  to  attor- 
neys appointed  under  this  subsection  and  the  fees  and  expenses  to 
be  paid  for  investigative,  expert,  and  other  reasonably  necessary 
services  authorized  under  paragraph  (9),  at  such  rates  or  amounts 
as  the  court  determines  to  be  reasonably  necessary  to  carry  out  the 
requirements  of  paragraphs  (4)  through  (9). 

Refusal  to  Participate  by  State  and  Federal  Correctional 
Employees 

(r)  No  employee  of  any  State  department  of  corrections  or  the 
Federal  Bureau  of  Prisons  and  no  employee  providing  services  to 
that  department  or  bureau  under  contract  shall  be  required,  as  a 
condition  of  that  employment,  or  contractual  obligation  to  be  in  at- 
tendance at  or  to  participate  in  any  execution  carried  out  under 
this  section  if  such  participation  is  contrary  to  the  moral  or  reli- 
gious convictions  of  the  employee.  For  purposes  of  this  subsection, 
the  term  '  'participation  in  executions"  includes  personal  prepara- 
tion of  the  condemned  individual  and  the  apparatus  used  for  execu- 
tion and  supervision  of  the  activities  of  other  personnel  in  carrying 
out  such  activities. 

DANGEROUS  SPECIAL  DRUG  OFFENDER  SENTENCING 

Sec.  409.  [849]  Repealed. 

INFORMATION  FOR  SENTENCING 

Sec.  410.  [850]  Except  as  otherwise  provided  in  this  title  or  sec- 
tion 303(a)  of  the  Public  Health  Service  Act,  no  limitation  shall  be 
placed  on  the  information  concerning  the  background,  character, 
and  conduct  of  a  person  convicted  of  an  offense  which  a  court  of 
the  United  States  may  receive  and  consider  for  the  purpose  of  im- 
posing an  appropriate  sentence  under  this  title  or  title  III. 

PROCEEDINGS  TO  ESTABLISH  PRIOR  CONVICTIONS 

Sec.  411.  [851]  (a)(1)  No  person  who  stands  convicted  of  an  of- 
fense under  this  part  shall  be  sentenced  to  increased  punishment 
by  reason  of  one  or  more  prior  convictions,  unless  before  trial,  or 
before  entry  of  a  plea  of  guilty,  the  United  States  attorney  files  an 
information  with  the  court  (and  serves  a  copy  of  such  information 
on  the  person  or  counsel  for  the  person)  stating  in  writing  the  pre- 
vious convictions  to  be  relied  upon.  Upon  a  showing  by  the  United 
States  attorney  that  facts  regarding  prior  convictions  could  not 
with  due  diligence  be  obtained  prior  to  trial  or  before  entry  of  a 
plea  of  guilty,  the  court  may  postpone  the  trial  or  the  taking  of  the 
plea  of  guilty  for  a  reasonable  period  for  the  purpose  of  obtaining 
such  facts.  Clerical  mistakes  in  the  information  may  be  amended  at 
any  time  prior  to  the  pronouncement  of  sentence. 

(2)  An  information  may  not  be  filed  under  this  section  if  the  in- 
creased punishment  which  may  be  imposed  is  imprisonment  for  a 
term  in  excess  of  three  years  unless  the  person  either  waived  or 
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was  afforded  prosecution  by  indictment  for  the  offense  for  which 
such  increased  punishment  may  be  imposed. 

(b)  If  the  United  States  attorney  files  an  information  under  this 
section,  the  court  shall  after  conviction  but  before  pronouncement 
of  sentence  inquire  of  the  person  with  respect  to  whom  the  infor- 
mation was  filed  whether  he  affirms  or  denies  that  he  has  been 
previously  convicted  as  alleged  in  the  information,  and  shall 
inform  him  that  any  challenge  to  a  prior  conviction  which  is  not 
made  before  sentence  is  imposed  may  not  thereafter  be  raised  to 
attack  the  sentence. 

(c)  (1)  If  the  person  denies  any  allegation  of  the  information  of 
prior  conviction,  or  claims  that  any  conviction  alleged  is  invalid,  he 
shall  file  a  written  response  to  the  information.  A  copy  of  the  re- 
sponse shall  be  served  upon  the  United  States  attorney.  The  court 
shall  hold  a  hearing  to  determine  any  issues  raised  by  the  response 
which  would  except  the  person  from  increased  punishment.  The 
failure  of  the  United  States  attorney  to  include  in  the  information 
the  complete  criminal  record  of  the  person  or  any  facts  in  addition 
to  the  convictions  to  be  relied  upon  shall  not  constitute  grounds  for 
invalidating  the  notice  given  in  the  information  required  by  subsec- 
tion (a)(1).  The  hearing  shall  be  before  the  court  without  a  jury  and 
either  party  may  introduce  evidence.  Except  as  otherwise  provided 
in  paragraph  (2)  of  this  subsection,  the  United  States  attorney  shall 
have  the  burden  of  proof  beyond  a  reasonable  doubt  on  any  issue  of 
fact.  At  the  request  of  either  party,  the  court  shall  enter  findings  of 
fact  and  conclusions  of  law. 

(2)  A  person  claiming  that  a  conviction  alleged  in  the  informa- 
tion was  obtained  in  violation  of  the  Constitution  of  the  United 
States  shall  set  forth  his  claim,  and  the  factual  basis  therefor,  with 
particularity  in  his  response  to  the  information.  The  person  shall 
have  the  burden  of  proof  by  a  preponderance  of  the  evidence  on 
any  issue  of  fact  raised  by  the  response.  Any  challenge  to  a  prior 
conviction,  not  raised  by  response  to  the  information  before  an  in- 
creased sentence  is  imposed  in  reliance  thereon,  shall  be  waived 
unless  good  cause  be  shown  for  failure  to  make  a  timely  challenge. 

(d)  (1)  If  the  person  files  no  response  to  the  information,  or  if  the 
court  determines,  after  hearing,  that  the  person  is  subject  to  in- 
creased punishment  by  reason  of  prior  convictions,  the  court  shall 
proceed  to  impose  sentence  upon  him  as  provided  by  this  part. 

(2)  If  the  court  determines  that  the  person  has  not  been  convicted 
as  alleged  in  the  information,  that  a  conviction  alleged  in  the  infor- 
mation is  invalid,  or  that  the  person  is  otherwise  not  subject  to  an 
increased  sentence  as  a  matter  of  law,  the  court  shall,  at  the  re- 
quest of  the  United  States  attorney,  postpone  sentence  to  allow  an 
appeal  from  that  determination.  If  no  such  request  is  made,  the 
court  shall  impose  sentence  as  provided  by  this  part.  The  person 
may  appeal  from  an  order  postponing  sentence  as  if  sentence  had 
been  pronounced  and  a  final  judgment  of  conviction  entered. 

(e)  No  person  who  stands  convicted  of  an  offense  under  this  part 
may  challenge  the  validity  of  any  prior  conviction  alleged  under 
this  section  which  occurred  more  than  five  years  before  the  date  of 
the  information  alleging  such  prior  conviction. 
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APPLICATION  OF  TREATIES  AND  OTHER  INTERNATIONAL  AGREEMENTS 

Sec.  412.  Nothing  in  the  Single  Convention  on  Narcotic  Drugs, 
the  Convention  on  Psychotropic  Substances,  or  other  treaties  or 
international  agreements  shall  be  construed  to  limit  the  provision 
of  treatment,  education,  or  rehabilitation  as  alternatives  to  convic- 
tion or  criminal  penalty  for  offenses  involving  any  drug  or  other 
substance  subject  to  control  under  any  such  treaty  or  agreement. 

Criminal  Forfeitures 

property  subject  to  criminal  forfeiture 

Sec.  413.  [853]  (a)  Any  person  convicted  of  a  violation  of  this 
title  or  title  III  punishable  by  imprisonment  for  more  than  one 
year  shall  forfeit  to  the  United  States,  irrespective  of  any  provision 
of  State  law — 

(1)  any  property  constituting,  or  derived  from,  any  proceeds 
the  person  obtained,  directly  or  indirectly,  as  the  result  of  such 
violation; 

(2)  any  of  the  person's  property  used,  or  intended  to  be  used, 
in  any  manner  or  part,  to  commit,  or  to  facilitate  the  commis- 
sion of,  such  violation;  and 

(3)  in  the  case  of  a  person  convicted  of  engaging  in  a  continu- 
ing criminal  enterprise  in  violation  of  section  408  of  this  title 
(21  U.S.C.  848),  the  person  shall  forfeit,  in  addition  to  any  prop- 
erty described  in  paragraph  (1)  or  (2),  any  of  his  interest  in, 
claims  against,  and  property  or  contractual  rights  affording  a 
source  of  control  over,  the  continuing  criminal  enterprise. 

The  court,  in  imposing  sentence  on  such  person,  shall  order,  in  ad- 
dition to  any  other  sentence  imposed  pursuant  to  this  title  or  title 
III,  that  the  person  forfeit  to  the  United  States  all  property  de- 
scribed in  this  subsection.  In  lieu  of  a  fine  otherwise  authorized  by 
this  part,  a  defendant  who  derives  profits  or  other  proceeds  from 
an  offense  may  be  fined  not  more  than  twice  the  gross  profits  or 
other  proceeds. 

MEANING  OF  TERM  '  'PROPERTY" 

(b)  Property  subject  to  criminal  forfeiture  under  this  section  in- 
cludes— 

(1)  real  property,  including  things  growing  on,  affixed  to,  and 
found  in  land;  and 

(2)  tangible  and  intangible  personal  property,  including 
rights,  privileges,  interests,  claims,  and  securities. 

THIRD  PARTY  TRANSFERS 

(c)  All  right,  title,  and  interest  in  property  described  in  subsec- 
tion (a)  vests  in  the  United  States  upon  the  commission  of  the  act 
giving  rise  to  forfeiture  under  this  section.  Any  such  property  that 
is  subsequently  transferred  to  a  person  other  than  the  defendant 
may  be  the  subject  of  a  special  verdict  of  forfeiture  and  thereafter 
shall  be  ordered  forfeited  to  the  United  States,  unless  the  transfer- 
ee establishes  in  a  hearing  pursuant  to  subsection  (n)  that  he  is  a 
bona  fide  purchaser  for  value  of  such  property  who  at  the  time  of 
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purchase  was  reasonably  without  cause  to  believe  that  the  property 
was  subject  to  forfeiture  under  this  section. 

REBUTTABLE  PRESUMPTION 

(d)  There  is  a  rebuttable  presumption  at  trial  that  any  property 
of  a  person  convicted  of  a  felony  under  this  title  or  title  III  is  sub- 
ject to  forfeiture  under  this  section  if  the  United  States  establishes 
by  a  preponderance  of  the  evidence  that — 

(1)  such  property  was  acquired  by  such  person  during  the 
period  of  the  violation  of  this  title  or  title  III  or  within  a  rea- 
sonable time  after  such  period;  and 

(2)  there  was  no  likely  source  for  such  property  other  than 
the  violation  of  this  title  or  title  III. 

PROTECTIVE  ORDERS 

(e)  (1)  Upon  application  of  the  United  States,  the  court  may  enter 
a  restraining  order  or  injunction,  require  the  execution  of  a  satis- 
factory performance  bond,  or  take  any  other  action  to  preserve  the 
availability  of  property  described  in  subsection  (a)  for  forfeiture 
under  this  section — 

(A)  upon  the  filing  of  an  indictment  or  information  charging 
a  violation  of  this  title  or  title  III  for  which  criminal  forfeiture 
may  be  ordered  under  this  section  and  alleging  that  the  prop- 
erty with  respect  to  which  the  order  is  sought  would,  in  the 
event  of  conviction,  be  subject  to  forfeiture  under  this  section; 
or 

(B)  prior  to  the  filing  of  such  an  indictment  or  information, 
if,  after  notice  to  persons  appearing  to  have  an  interest  in  the 
property  and  opportunity  for  a  hearing,  the  court  determines 
that— 

(i)  there  is  a  substantial  probability  that  the  United 
States  will  prevail  on  the  issue  of  forfeiture  and  that  fail- 
ure to  enter  the  order  will  result  in  the  property  being  de- 
stroyed, removed  from  the  jurisdiction  of  the  court,  or  oth- 
erwise made  unavailable  for  forfeiture;  and 

(ii)  the  need  to  preserve  the  availability  of  the  property 
through  the  entry  of  the  requested  order  outweighs  the 
hardship  on  any  party  against  whom  the  order  is  to  be  en- 
tered: 

Provided,  however,  That  an  order  entered  pursuant  to  subpara- 
graph (B)  shall  be  effective  for  not  more  than  ninety  days,  unless 
extended  by  the  court  for  good  cause  shown  or  unless  an  indict- 
ment or  information  described  in  subparagraph  (A)  has  been  filed. 

(2)  A  temporary  restraining  order  under  this  subsection  may  be 
entered  upon  application  of  the  United  States  without  notice  or  op- 
portunity for  a  hearing  when  an  information  or  indictment  has  not 
yet  been  filed  with  respect  to  the  property,  if  the  United  States 
demonstrates  that  there  is  probable  cause  to  believe  that  the  prop- 
erty with  respect  to  which  the  order  is  sought  would,  in  the  event 
of  conviction,  be  subject  to  forfeiture  under  this  section  and  that 
provision  of  notice  will  jeopardize  the  availability  of  the  property 
for  forfeiture.  Such  a  temporary  order  shall  expire  not  more  than 
ten  days  after  the  date  on  which  it  is  entered,  unless  extended  for 
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good  cause  shown  or  unless  the  party  against  whom  it  is  entered 
consents  to  an  extension  for  a  longer  period.  A  hearing  requested 
concerning  an  order  entered  under  this  paragraph  shall  be  held  at 
the  earliest  possible  time  and  prior  to  the  expiration  of  the  tempo- 
rary order. 

(3)  The  court  may  receive  and  consider,  at  a  hearing  held  pursu- 
ant to  this  subsection,  evidence  and  information  that  would  be  in- 
admissible under  the  Federal  Rules  of  Evidence. 

WARRANT  OF  SEIZURE 

(f)  The  Government  may  request  the  issuance  of  a  warrant  au- 
thorizing the  seizure  of  property  subject  to  forfeiture  under  this 
section  in  the  same  manner  as  provided  for  a  search  warrant.  If 
the  court  determines  that  there  is  probable  cause  to  believe  that 
the  property  to  be  seized  would,  in  the  event  of  conviction,  be  sub- 
ject to  forfeiture  and  that  an  order  under  subsection  (e)  may  not  be 
sufficient  to  assure  the  availability  of  the  property  for  forfeiture, 
the  court  shall  issue  a  warrant  authorizing  the  seizure  of  such 
property. 

EXECUTION 

(g)  Upon  entry  of  an  order  of  forfeiture  under  this  section,  the 
court  shall  authorize  the  Attorney  General  to  seize  all  property  or- 
dered forfeited  upon  such  terms  and  conditions  as  the  court  shall 
deem  proper.  Following  entry  of  an  order  declaring  the  property 
forfeited,  the  court  may,  upon  application  of  the  United  States, 
enter  such  appropriate  restraining  orders  or  injunctions,  require 
the  execution  of  satisfactory  performance  bonds,  appoint  receivers, 
conservators,  appraisers,  accountants,  or  trustees,  or  take  any 
other  action  to  protect  the  interest  of  the  United  States  in  the 
property  ordered  forfeited.  Any  income  accuring  to  or  derived  from 
property  ordered  forfeited  under  this  section  may  be  used  to  offset 
ordinary  and  necessary  expenses  to  the  property  which  are  re- 
quired by  law,  or  which  are  necessary  to  protect  the  interests  of 
the  United  States  or  third  parties. 

DISPOSITION  OF  PROPERTY 

(h)  Following  the  seizure  of  property  ordered  forfeited  under  this 
section,  the  Attorney  General  shall  direct  the  disposition  of  the 
property  by  sale  of  any  other  any  other  commercially  feasible 
means,  making  due  provision  for  the  rights  of  any  innocent  per- 
sons. Any  property  right  or  interest  not  exercisable  by,  or  transfer- 
able for  value  to,  the  United  States  shall  expire  and  shall  not 
revert  to  the  defendant,  nor  shall  the  defendant  or  any  person 
acting  in  concert  with  him  or  on  his  behalf  be  eligible  to  purchase 
forfeited  property  at  any  sale  held  by  the  United  States.  Upon  ap- 
plication of  a  person,  other  than  the  defendant  or  a  person  acting 
in  concert  with  him  or  on  his  behalf,  the  court  may  restrain  or  stay 
the  sale  or  disposition  of  the  property  pending  the  conclusion  of 
any  appeal  of  the  criminal  case  giving  rise  to  the  forefeiture,  if  the 
applicant  demonstrates  that  proceeding  with  the  sale  or  disposition 
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of  the  property  will  result  in  irreparable  injury,  harm,  or  loss  to 
him. 

AUTHORITY  OF  THE  ATTORNEY  GENERAL 

(i)  With  respect  to  property  ordered  forfeited  under  this  section, 
the  Attorney  General  is  authorized  to — 

(1)  grant  petitions  for  mitigation  or  remission  of  forfeiture, 
restore  forfeited  property  to  victims  of  a  violation  of  this  title, 
or  take  any  other  action  to  protect  the  rights  of  innocent  per- 
sons which  is  in  the  interest  of  justice  and  which  is  not  incon- 
sistent with  the  provisions  of  this  section; 

(2)  compromise  claims  arising  under  this  section; 

(3)  award  compensation  to  persons  providing  information  re- 
sulting in  a  forfeiture  under  this  section; 

(4)  direct  the  disposition  by  the  United  States,  in  accordance 
with  the  provisions  of  section  511(e)  of  this  title  (21  U.S.C. 
881(e)),  of  all  property  ordered  forfeited  under  this  section  by 
public  sale  or  any  other  commerically  feasible  means,  making 
due  provision  for  the  rights  of  innocent  persons;  and 

(5)  take  appropriate  measures  necessary  to  safeguard  and 
maintain  property  ordered  forfeited  under  this  section  pending 
its  disposition. 

APPLICABILITY  OF  CIVIL  FORFEITURE  PROVISIONS 

(j)  Except  to  the  extent  that  they  are  inconsistent  with  the  provi- 
sions of  this  section,  the  provisions  of  section  511(d)  of  this  title  (21 
U.S.C.  881(d))  shall  apply  to  a  criminal  forfeiture  under  this  sec- 
tion. 

BAR  ON  INTERVENTION 

(k)  Except  as  provided  in  subsection  (n),  no  party  claiming  an  in- 
terest in  property  subject  to  forfeiture  under  this  section  may — 

(1)  intervene  in  a  trial  or  appeal  of  a  criminal  case  involving 
the  forfeiture  of  such  property  under  this  section;  or 

(2)  commence  an  action  at  law  or  equity  against  the  United 
States  concerning  the  validity  of  his  alleged  interest  in  the 
property  subsequent  to  the  filing  of  an  indictment  or  informa- 
tion alleging  that  the  property  in  subject  to  forfeiture  under 
this  section. 

JURISDICTION  TO  ENTER  ORDERS 

(1)  The  district  courts  of  the  United  States  shall  have  jurisdiction 
to  enter  orders  as  provided  in  this  section  without  regard  to  the  lo- 
cation of  any  property  which  may  be  subject  to  forfeiture  under 
this  section  or  which  has  been  ordered  forfeited  under  this  section. 

DEPOSITIONS 

(m)  In  order  to  facilitate  the  identification  and  location  of  proper- 
ty declared  forfeited  and  to  facilitate  the  disposition  of  petitions  for 
remission  or  mitigation  of  forfeiture,  after  the  entry  of  an  order  de- 
claring property  forfeited  to  the  United  States,  the  court  may,  upon 
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application  of  the  United  States,  order  that  the  testimony  of  any 
witness  relating  to  the  property  forfeited  be  taken  by  deposition 
and  that  any  designated  book,  paper,  document,  record,  recording, 
or  other  material  not  privileged  be  produced  at  the  same  time  any 
place,  in  the  same  manner  as  provided  for  the  taking  of  depositions 
under  Rule  15  of  the  Federal  Rules  of  Criminal  Procedure. 

THIRD  PARTY  INTERESTS 

(n)(l)  Following  the  entry  of  an  order  of  forfeiture  under  this  sec- 
tion, the  United  States  shall  publish  notice  of  the  order  and  of  its 
intent  to  dispose  of  the  property  in  such  manner  as  the  Attorney 
General  may  direct.  The  Government  may  also,  to  the  extent  prac- 
ticable, provide  direct  written  notice  to  any  person  known  to  have 
alleged  an  interest  in  the  property  that  is  the  subject  of  the  order 
of  forfeiture  as  a  substitute  for  published  notice  as  to  those  persons 
so  notified. 

(2)  Any  person,  other  than  the  defendant,  asserting  a  legal  inter- 
est in  property  which  has  been  ordered  forfeited  to  the  United 
States  pursuant  to  this  section  may,  within  thirty  days  of  the  final 
publication  of  notice  or  his  receipt  of  notice  under  paragraph  (1), 
whichever  is  earlier,  petition  the  court  for  a  hearing  to  adjudicate 
the  validity  of  his  alleged  interest  in  the  property.  The  hearing 
shall  be  held  before  the  court  alone,  without  a  jury. 

(3)  The  petition  shall  be  signed  by  the  petitioner  under  penalty  of 
perjury  and  shall  set  forth  the  nature  and  extent  of  the  petitioner's 
right,  title,  or  interest  in  the  property,  the  time  and  circumstances 
of  the  petitioner's  acquisition  of  the  right,  title,  or  interest  in  the 
property,  and  additional  facts  supporting  the  petitioner's  claim, 
and  the  relief  sought. 

(4)  The  hearing  on  the  petition  shall,  to  the  extent  practicable 
and  consistent  with  the  interests  of  justice,  be  held  within  thirty 
days  of  the  filing  of  the  petition.  The  court  may  consolidate  the 
hearing  on  the  petition  with  a  hearing  on  any  other  petition  filed 
by  a  person  other  than  the  defendant  under  this  subsection. 

(5)  At  the  hearing,  the  petitioner  may  testify  and  present  evi- 
dence and  witnesses  on  his  own  behalf,  and  cross-examine  wit- 
nesses who  appear  at  the  hearing.  The  United  States  may  present 
evidence  and  witnesses  in  rebuttal  and  in  defense  of  this  claim  to 
the  property  and  cross-examine  witnesses  who  appear  at  the  hear- 
ing, the  court  shall  consider  the  relevant  portions  of  the  record  of 
the  criminal  case  which  resulted  in  the  order  of  forfeiture. 

(6)  If,  after  the  hearing,  the  court  determines  that  the  petitioner 
has  established  by  a  preponderance  of  the  evidence  that — 

(A)  the  petitioner  has  a  legal  right,  title,  or  interest  in  the 
property,  and  such  right,  title,  or  interest  renders  the  order  of 
forfeiture  invalid  in  whole  or  in  part  because  the  right,  title,  or 
interest  was  vested  in  the  petitioner  rather  than  the  defendant 
or  was  superior  to  any  right,  title,  or  interest  of  the  defendant 
at  the  time  of  the  commission  of  the  acts  which  gave  rise  to 
the  forfeiture  of  the  property  under  the  section;  or 

(B)  the  petitioner  is  a  bona  fide  purchaser  for  value  of  the 
right,  title,  or  interest  in  the  property  and  was  at  the  time  of 
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purchase  reasonably  without  cause  to  believe  that  the  property 

was  subject  to  forfeiture  under  this  section; 
the  court  shall  amend  the  order  of  forfeiture  in  accordance  with  its 
determination. 

(7)  Following  the  court's  disposition  of  all  petitions  filed  under 
this  subsection,  or  if  no  such  petitions  are  filed  following  the  expi- 
ration of  the  period  provided  in  paragraph  (2)  for  the  filing  of  such 
petitions,  the  United  States  shall  have  clear  title  to  property  that 
is  the  subject  of  the  order  of  forfeiture  and  may  warrant  good  title 
to  any  subsequent  purchaser  or  transferee. 

(o)  The  provisions  of  this  section  shall  be  liberally  construed  to 
effectuate  its  remedial  purposes. 

(p)  If  any  of  the  property  described  in  subsection  (a),  as  a  result 
of  any  act  or  omission  of  the  defendant — 

(1)  cannot  be  located  upon  the  exercise  of  due  diligence; 

(2)  has  been  transferred  or  sold  to,  or  deposited  with,  a  third 
party; 

(3)  has  been  placed  beyond  the  jurisdiction  of  the  court; 

(4)  has  been  substantially  diminished  in  value;  or 

(5)  has  been  commingled  with  other  property  which  cannot 
be  divided  without  difficulty; 

the  court  shall  order  the  forfeiture  of  any  other  property  of  the  de- 
fendant up  to  the  value  of  any  property  described  in  paragraphs  (1) 
through  (5). 

INVESTMENT  OF  ILLICIT  DRUG  PROFITS 

Sec.  414.  [854]  (a)  It  shall  be  unlawful  for  any  person  who  has 
received  any  income  derived,  directly  or  indirectly,  from  a  violation 
of  this  title  of  title  III  punishable  by  imprisonment  for  more  than 
one  year  in  which  such  person  has  participated  as  a  principal 
within  the  meaning  of  section  2  of  title  18,  United  States  Code,  to 
use  or  invest,  directly  or  indirectly,  any  part  of  such  income,  or  the 
proceeds  of  such  income,  in  acquistion  of  any  interest  in,  or  the  es- 
tablishment or  operation  of,  any  enterprise  which  is  engaged  in,  or 
the  activities  of  which  affect  interstate  or  foreign  commerce.  A  pur- 
chase of  securities  on  the  open  market  for  purposes  of  investment, 
and  without  the  intention  of  controlling  or  participating  in  the  con- 
trol of  the  issuer,  or  of  assisting  another  to  do  so,  shall  not  be  un- 
lawful under  this  section  if  the  securities  of  the  issuer  held  by  the 
purchaser,  the  members  of  his  immediate  family,  and  his  or  their 
accomplices  in  any  violation  of  this  title  or  title  III  after  such  pur- 
chases do  not  amount  in  the  aggregate  to  1  per  centum  of  the  out- 
standing securities  of  any  one  class,  and  do  not  confer,  either  in 
law  or  in  fact,  the  power  to  elect  one  or  more  directors  of  this 
issuer. 

(b)  Whoever  violates  this  section  shall  be  fined  not  more  than 
$50,000  or  imprisoned  not  more  than  ten  years,  or  both. 

(c)  As  used  in  this  section,  the  term  ' 'enterprise"  includes  any  in- 
dividual, partnership,  corporation,  association,  or  other  legal  entity, 
and  any  union  or  group  of  individuals  associated  in  fact  although 
not  a  legal  entity. 

(d)  The  provisions  of  this  section  shall  be  liberally  construed  to 
effectuate  its  remedial  purposes. 
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ALTERNATIVE  FINE 

Sec.  415.  [855]  In  lieu  of  a  fine  otherwise  authorized  by  this 
part,  a  defendant  who  derives  profits  or  other  proceeds  from  an  of- 
fense may  be  fined  not  more  than  twice  the  gross  profits  or  other 
proceeds. 

ESTABLISHMENT  OF  MANUFACTURING  OPERATIONS 

Sec.  416.  [856]  (a)  Except  as  authorized  by  this  title,  it  shall  be 
unlawful  to — 

(1)  knowingly  open  or  maintain  any  place  for  the  purpose  of 
manufacturing,  distributing,  or  using  any  controlled  substance; 

(2)  manage  or  control  any  building,  room,  or  enclosure, 
either  as  an  owner,  lessee,  agent,  employee,  or  mortgagee,  and 
knowingly  and  intentionally  rent,  lease,  or  make  available  for 
use,  with  or  without  compensation,  the  building,  room,  or  en- 
closure for  the  purpose  of  unlawfully  manufacturing,  storing, 
distributing,  or  using  a  controlled  substance. 

(b)  Any  person  who  violates  subsection  (a)  of  this  section  shall  be 
sentenced  to  a  term  of  imprisonment  of  not  more  than  20  years  or 
a  fine  of  not  more  than  $500,000,  or  both,  or  a  fine  of  $2,000,000  for 
a  person  other  than  an  individual. 

ENDANGERING  HUMAN  LIFE  WHILE  ILLEGALLY  MANUFACTURING  A 
CONTROLLED  SUBSTANCE 

Sec.  417.  [858]  Whoever,  while  manufacturing  a  controlled  sub- 
stance in  violation  of  this  title,  or  attempting  to  do  so,  or  transport- 
ing or  causing  to  be  transported  materials,  including  chemicals,  to 
do  so,  creates  a  substantial  risk  of  harm  to  human  life  shall  be 
fined  in  accordance  with  title  18,  United  States  Code,  or  imprisoned 
not  more  than  10  years,  or  both. 

DISTRIBUTION  TO  PERSONS  UNDER  AGE  TWENTY-ONE 

Sec.  418.  [859]  (a)  Except  as  provided  in  section  419,  any  person 
at  least  eighteen  years  of  age  who  violates  section  401(a)(1)  by  dis- 
tributing a  controlled  substance  to  a  person  under  twenty-one 
years  of  age  is  (except  as  provided  in  subsection  (b))  subject  to  (1) 
twice  the  maximum  punishment  authorized  by  section  401(b),  and 
(2)  at  least  twice  any  term  of  supervised  release  authorized  by  sec- 
tion 401(b),  for  a  first  offense  involving  the  same  controlled  sub- 
stance and  schedule.  Except  to  the  extent  a  greater  minimum  sen- 
tence is  otherwise  provided  by  section  401(b),  a  term  of  imprison- 
ment under  this  subsection  shall  be  not  less  than  one  year.  The 
mandatory  minimum  sentencing  provisions  of  this  subsection  shall 
not  apply  to  offenses  involving  5  grams  or  less  of  marihuana. 

(b)  Except  as  provided  in  section  419,  any  person  at  least  eight- 
een years  of  age  who  violates  section  401(a)(1)  by  distributing  a  con- 
trolled substance  to  a  person  under  twenty-one  years  of  age  after  a 
prior  conviction  under  subsection  (a)  of  this  section  (or  under  sec- 
tion 303(b)(2)  of  the  Federal  Food,  Drug,  and  Cosmetic  Act  as  in 
effect  prior  to  the  effective  date  of  section  701(b)  of  this  Act)  has 
become  final,  is  subject  to  (1)  three  times  the  maximum  punish- 
ment authorized  by  section  401(b),  and  (2)  at  least  three  times  any 
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term  of  supervised  release  authorized  by  section  401(b),  for  a  second 
offense  or  subsequent  offense  involving  the  same  controlled  sub- 
stance and  schedule.  Except  to  the  extent  a  greater  minimum  sen- 
tence is  otherwise  provided  by  section  401(b),  a  term  of  imprison- 
ment under  this  subsection  shall  be  not  less  than  one  year.  Penal- 
ties for  third  and  subsequent  convictions  shall  be  governed  by  sec- 
tion 401(b)(1)(A). 

DISTRIBUTION  IN  OR  NEAR  SCHOOLS 

Sec.  419.  [860]  (a)  Any  person  who  violates  section  401(a)(1)  or 
section  416  by  distributing,  possessing  with  intent  to  distribute,  or 
manufacturing  a  controlled  substance  in  or  on,  or  within  one  thou- 
sand feet  of,  the  real  property  comprising  a  public  or  private  ele- 
mentary, vocational,  or  secondary  school  or  a  public  or  private  col- 
lege, junior  college,  or  university,  or  a  playground,  or  within  100 
feet  of  a  public  or  private  youth  center,  public  swimming  pool,  or 
video  arcade  facility,  is  (except  as  provided  in  subsection  (b))  subject 
to  (1)  twice  the  maximum  punishment  authorized  by  section  401(b) 
of  this  title;  and  (2)  at  least  twice  any  term  of  supervised  release 
authorized  by  section  401(b)  for  a  first  offense.  A  fine  up  to  twice 
that  authorized  by  section  401(b)  may  be  imposed  in  addition  to  any 
term  of  imprisonment  authorized  by  this  subsection.  Except  to  the 
extent  a  greater  minimum  sentence  is  otherwise  provided  by  sec- 
tion 401(b),  a  person  shall  be  sentenced  under  this  subsection  to  a 
term  of  imprisonment  of  not  less  than  one  year.  The  mandatory 
minimum  sentencing  provisions  of  this  paragraph  shall  not  apply 
to  offenses  involving  5  grams  or  less  of  marihuana. 

(b)  Any  person  who  violates  section  401(a)(1)  or  section  416  by  dis- 
tributing, possessing  with  intent  to  distribute,  or  manufacturing  a 
controlled  substance  in  or  on,  or  within  one  thousand  feet  of,  the 
real  property  comprising  a  public  or  private  elementary,  vocation- 
al, or  secondary  school  or  a  public  or  private  college,  junior  college, 
or  university,  or  a  playground,  or  within  100  feet  of  a  public  or  pri- 
vate youth  center,  public  swimming  pool,  or  video  arcade  facility, 
after  a  prior  conviction  under  subsection  (a)  has  become  final  is 
punishable  (1)  by  the  greater  of  (A)  a  term  of  imprisonment  of  not 
less  than  three  years  and  not  more  than  life  imprisonment  or  (B) 
three  times  the  maximum  punishment  authorized  by  section  401(b) 
for  a  first  offense,  and  (2)  at  least  three  times  any  term  of  super- 
vised release  authorized  by  section  401(b)  of  this  title  for  a  first  of- 
fense. A  fine  up  to  three  times  that  authorized  by  section  401(b) 
may  be  imposed  in  addition  to  any  term  of  imprisonment  author- 
ized by  this  subsection.  Except  to  the  extent  a  greater  minimum 
sentence  is  otherwise  provided  by  section  401(b),  a  person  shall  be 
sentenced  under  this  subsection  to  a  term  of  imprisonment  of  not 
less  than  three  years  1  Penalties  for  third  and  subsequent  convic- 
tions shall  be  governed  by  section  401(b)(1)(A). 

(c)  In  the  case  of  any  mandatory  minimum  sentence  imposed 
under  subsection  (b)  2,  imposition  or  execution  of  such  sentence 


1  So  in  law.  Public  Law  101-647,  Nov.  19,  1990,  section  1214(2)(B),  failed  to  add  a  period  at  end 
of  new  second  sentence. 

2  So  in  law.  Public  Law  101-647,  Nov.  19,  1990,  section  1214(3)(B),  can  not  be  executed  in  sec- 
tion 419(c),  by  striking  out  in  the  first  sentence  "subsection  (b)  of,  because  of  wording. 
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shall  not  be  suspended  and  probation  shall  not  be  granted.  An  indi- 
vidual convicted  under  this  section  shall  not  be  eligible  for  parole 
until  the  individual  has  served  the  mandatory  minimum  term  of 
imprisonment  as  provided  by  this  section, 
(d)  For  the  purposes  of  this  section — 

(1)  The  term  '  'playground"  means  any  outdoor  facility  (in- 
cluding any  parking  lot  appurtenant  thereto)  intended  for 
recreation,  open  to  the  public,  and  with  any  portion  thereof 
containing  three  or  more  separate  apparatus  intended  for  the 
recreation  of  children  including,  but  not  limited  to,  sliding 
boards,  swingsets,  and  teeterboards. 

(2)  The  term  "youth  center"  means  any  recreational  facility 
and/or  gymnasium  (including  any  parking  lot  appurtenant 
thereto),  intended  primarily  for  use  by  persons  under  18  years 
of  age,  which  regularly  provides  athletic,  civic,  or  cultural  ac- 
tivities. 

(3)  The  term  '  Video  arcade  facility"  means  any  facility,  legal- 
ly accessible  to  persons  under  18  years  of  age,  intended  primar- 
ily for  the  use  of  pinball  and  video  machines  for  amusement 
containing  a  minimum  of  ten  pinball  and /or  video  machines. 

(4)  The  term  "swimming  pool"  includes  any  parking  lot  ap- 
purtenant thereto. 

EMPLOYMENT  OR  USE  OF  PERSONS  UNDER  18  YEARS  OF  AGE  IN  DRUG 

OPERATIONS 

Sec.  420.  [861b]  (a)  It  shall  be  unlawful  for  any  person  at  least 
eighteen  years  of  age  to  knowingly  and  intentionally — 

(1)  employ,  hire,  use,  persuade,  induce,  entice,  or  coerce,  a 
person  under  eighteen  years  of  age  to  violate  any  provision  of 
this  title  or  title  III; 

(2)  employ,  hire,  use  persuade,  induce,  entice,  or  coerce,  a 
person  under  eighteen  years  of  age  to  assist  in  avoiding  detec- 
tion or  apprehension  for  any  offense  of  this  title  or  title  III  by 
any  Federal,  State,  or  local  law  enforcement  official;  or 

(3)  receive  a  controlled  substance  from  a  person  under  18 
years  of  age,  other  than  an  immediate  family  member,  in  viola- 
tion of  this  title  or  title  III. 

(b)  Any  person  who  violates  subsection  (a)  is  punishable  by  a 
term  of  imprisonment  up  to  twice  that  otherwise  authorized,  or  up 
to  twice  the  fine  otherwise  authorized,  or  both  1,  and  at  least  twice 
any  term  of  supervised  release  otherwise  authorized  for  a  first  of- 
fense. Except  to  the  extent  a  greater  minimum  sentence  is  other- 
wise provided,  a  term  of  imprisonment  under  this  subsection  shall 
not  be  less  than  one  year. 

(c)  Any  person  who  violates  subsection  (a)  after  a  prior  conviction 
under  subsection  (a)  of  this  section  has  become  final,  is  punishable 
by  a  term  of  imprisonment  up  to  three  that  times  otherwise  au- 
thorized, or  both  \  and  at  least  three  times  any  term  of  supervised 


1  So  in  law.  Public  Law  101-647,  Nov.  19,  1990,  section  1003(cXl),  and  (2),  can  not  be  executed 
in  subsection  420(b),  by  striking  "is  punishable  by  a  term  of  imprisonment  up  to  twice  that  au- 
thorized, or  up  to  twice  the  fine  authorized,  or  both,"  and  inserting  "is  subject  to  twice  the  maxi- 
mum punishment  otherwise  authorized",  because  of  wording,  and  in  section  420(c),  by  striking 
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release  otherwise  authorized  for  a  first  offense.  Except  to  the 
extent  a  greater  minimum  sentence  is  otherwise  provided,  a  term 
of  imprisonment  under  this  subsection  shall  not  be  less  than  one 
year.  Penalties  for  third  and  subsequent  convictions  shall  be  gov- 
erned by  section  401(b)(1)(A). 

(d)  Any  person  who  violates  section  405B(a)  (1)  or  (2) 

(1)  by  knowingly  providing  or  distributing  a  controlled  sub- 
stance or  a  controlled  substance  analogue  to  any  person  under 
eighteen  years  of  age;  or 

(2)  if  the  person  employed,  hired,  or  used  is  fourteen  years  of 
age  or  younger. 

shall  be  subject  to  a  term  of  imprisonment  for  not  more  than  five 
years  or  a  fine  of  not  more  than  $50,000,  or  both,  in  addition  to  any 
other  punishment  authorized  by  this  section. 

(e)  In  any  case  of  any  sentence  imposed  under  this  section,  impo- 
sition or  execution  of  such  sentence  shall  not  be  suspended  and 
probation  shall  not  be  granted.  An  individual  convicted  under  this 
section  of  an  offense  for  which  a  mandatory  minimum  term  of  im- 
prisonment is  applicable  shall  not  be  eligible  for  parole  under  sec- 
tion 4202  of  title  18,  United  States  Code,  until  the  individual  has 
served  the  mandatory  term  of  imprisonment  as  enhanced  by  this 
section. 

(f)  Except  as  authorized  by  this  title,  it  shall  be  unlawful  for  any 
person  to  knowingly  or  intentionally  provide  or  distribute  any  con- 
trolled substance  to  a  pregnant  individual  in  violation  of  any  provi- 
sion of  this  title.  Any  person  who  violates  this  subsection  shall  be 
subject  to  the  provisions  of  subsections  (b),  (c),  and  (e). 

SEC.  421.  [862]  DENIAL  OF  FEDERAL  BENEFITS  TO  DRUG  TRAFFICKERS 
AND  POSSESSORS. 

(a)  Drug  Traffickers. — (1)  Any  individual  who  is  convicted  of 
any  Federal  or  State  offense  consisting  of  the  distribution  of  con- 
trolled substances  shall — 

(A)  at  the  discretion  of  the  court,  upon  the  first  conviction 
for  such  an  offense  be  ineligible  for  any  or  all  Federal  benefits 
for  up  to  5  years  after  such  conviction; 

(B)  at  the  discretion  of  the  court,  upon  a  second  conviction 
for  such  an  offense  be  ineligible  for  any  or  all  Federal  benefits 
for  up  to  10  years  after  such  conviction;  and 

(C)  upon  a  third  or  subsequent  conviction  for  such  an  offense 
be  permanently  ineligible  for  all  Federal  benefits. 

(2)  The  benefits  which  are  denied  under  this  subsection  shall  not 
include  benefits  relating  to  long-term  drug  treatment  programs  for 
addiction  for  any  person  who,  if  there  is  a  reasonable  body  of  evi- 
dence to  substantiate  such  declaration,  declares  himself  to  be  an 
addict  and  submits  himself  to  a  long-term  treatment  program  for 
addiction,  or  is  deemed  to  be  rehabilitated  pursuant  to  rules  estab- 
lished by  the  Secretary  of  Health  and  Human  Services. 

(b)  Drug  Possessors.— (1)  Any  individual  who  is  convicted  of  any 
Federal  or  State  offense  involving  the  possession  of  a  controlled 


"is  punishable  by  a  term  of  imprisonment  up  to  three  times  that  authorized,  or  up  to  three 
times  the  fine  authorized,  or  both,"  and  inserting  "is  subject  to  three  times  the  maximum  pun- 
ishment otherwise  authorized",  because  of  wording. 
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substance  (as  such  term  is  defined  for  purposes  oPthe  Controlled 
Substances  Act)  shall — 

(A)  upon  the  first  conviction  for  such  an  offense  and  at  the 
discretion  of  the  court — 

(i)  be  ineligible  for  any  or  all  Federal  benefits  for  up  to 
one  year; 

(ii)  be  required  to  successfully  complete  an  approved 
drug  treatment  program  which  includes  periodic  testing  to 
insure  that  the  individual  remains  drug  free; 

(iii)  be  required  to  perform  appropriate  community  serv- 
ice; or 

(iv)  any  combination  of  clauses  (i),  (ii),  or  (iii);  and 

(B)  upon  a  second  or  subsequent  conviction  for  such  an  of- 
fense be  ineligible  for  all  Federal  benefits  for  up  to  5  years 
after  such  conviction  as  determined  by  the  court.  The  court 
shall  continue  to  have  the  discretion  in  subparagraph  (A)  * 
above.  In  imposing  penalties  and  conditions  under  subpara- 
graph (A),  the  court  may  require  that  the  completion  of  the 
conditions  imposed  by  clause  (ii)  and  (iii)  be  a  requirement  for 
the  reinstatement  of  benefits  under  clause  (i). 

(2)  The  penalties  and  conditions  which  may  be  imposed  under 
this  subsection  shall  be  waived  in  the  case  of  a  person  who,  if  there 
is  a  reasonable  body  of  evidence  of  substantiate  such  declaration, 
declares  himself  to  be  an  addict  and  submits  himself  to  a  long-term 
treatment  program  for  addiction,  or  is  deemed  to  be  rehabilitated 
pursuant  to  rules  established  by  the  Secretary  of  Health  and 
Human  Services. 

(c)  Suspension  of  Period  of  Ineligibility. — The  period  of  ineligi- 
bility referred  to  in  subsections  (a)  and  (b)  shall  be  suspended  if  the 
individual — 

(A)  completes  a  supervised  drug  rehabilitation  program  after 
becoming  ineligible  under  this  section; 

(B)  has  otherwise  been  rehabilitated;  or 

(C)  has  made  a  good  faith  effort  to  gain  admission  to  a  super- 
vised drug  rehabilitation  program,  but  is  unable  to  do  so  be- 
cause of  inaccessibility  or  unavailability  of  such  a  program,  or 
the  inability  of  the  individual  to  pay  for  such  a  program. 

(d)  Definitions. — As  used  in  this  section — 

(1)  the  term  "Federal  benefit"— 

(A)  means  the  issuance  of  any  grant,  contract,  loan,  pro- 
fessional license,  or  commercial  license  provided  by  an 
agency  of  the  United  States  or  by  appropriated  funds  of 
the  United  States;  and 

(B)  does  not  include  any  retirement,  welfare,  Social  Secu- 
rity, health,  disability,  veterans  benefit,  public  housing,  or 
other  similar  benefit,  or  any  other  benefit  for  which  pay- 
ments or  services  are  required  for  eligibility;  and 

(2)  the  term  '  Veterans  benefit"  means  all  benefits  provided 
to  veterans,  their  families,  or  survivors  by  virtue  of  the  service 
of  a  veteran  in  the  Armed  Forces  of  the  United  States. 

(e)  Inapplicability  of  This  Section  to  Government  Wit- 
nesses.— The  penalties  provided  by  this  section  shall  not  apply  to 
any  individual  who  cooperates  or  testifies  with  the  Government  in 
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the  prosecution  of  a  Federal  or  State  offense  or  who  is  in  a  Govern- 
ment witness  protection  program. 

(f)  Indian  Provision. — Nothing  in  this  section  shall  be  construed 
to  affect  the  obligation  of  the  United  States  to  any  Indian  or  Indian 
tribe  arising  out  of  any  treaty,  statute,  Executive  order,  or  the 
trust  responsibility  of  the  United  States  owing  to  such  Indian  or 
Indian  tribe.  Nothing  in  this  subsection  shall  exempt  any  individ- 
ual Indian  from  the  sanctions  provided  for  in  this  section,  provided 
that  no  individual  Indian  shall  be  denied  any  benefit  under  Federal 
Indian  programs  comparable  to  those  described  in  subsection 
(d)(1)(B)  or  (d)(2)  above. 

(g)  Presidential  Report.— (1)  On  or  before  May  1,  1989,  the 
President  shall  transmit  to  the  Congress  a  report — 

(A)  delineating  the  role  of  State  courts  in  implementing  this 
section; 

(B)  describing  the  manner  in  which  Federal  agencies  will  im- 
plement and  enforce  the  requirements  of  this  section; 

(C)  detailing  the  means  by  which  Federal  and  State  agencies, 
courts,  and  law  enforcement  agencies  will  exchange  and  share 
the  data  and  information  necessary  to  implement  and  enforce 
the  withholding  of  Federal  benefits;  and 

(D)  recommending  any  modifications  to  improve  the  adminis- 
tration of  this  section  or  otherwise  achieve  the  goal  of  discour- 
aging the  trafficking  and  possession  of  controlled  substances. 

(2)  No  later  than  September  1,  1989,  the  Congress  shall  consider 
the  report  of  the  President  and  enact  such  changes  as  it  deems  ap- 
propriate to  further  the  goals  of  this  section. 

(h)  Effective  Date. — The  denial  of  Federal  benefits  set  forth  in 
this  section  shall  take  effect  for  convictions  occurring  after  Septem- 
ber 1,  1989. 

DRUG  PARAPHERNALIA 

Sec.  422.  1  [863J  (a)  It  is  unlawful  for  any  person — 

(1)  to  sell  or  offer  for  sale  drug  paraphernalia; 

(2)  to  use  the  mails  or  any  other  facility  of  interstate  com- 
merce to  transport  drug  paraphernalia;  or 

(3)  to  import  or  export  drug  paraphernalia. 

(b)  Anyone  convicted  of  an  offense  under  subsection  (a)  of  this 
section  shall  be  imprisoned  for  not  more  than  three  years  and  fined 
under  title  18,  United  States  Code. 

(c)  Any  drug  paraphernalia  involved  in  any  violation  of  subsec- 
tion (a)  of  this  section  shall  be  subject  to  seizure  and  forfeiture 
upon  the  conviction  of  a  person  for  such  violation.  Any  such  para- 
phernalia shall  be  delivered  to  the  Administrator  of  General  Serv- 
ices, General  Services  Administration,  who  may  order  such  para- 
phernalia destroyed  or  may  authorize  its  use  for  law  enforcement 
or  educational  purposes  by  Federal,  State,  or  local  authorities. 

(d)  The  term  "drug  paraphernalia"  means  any  equipment,  prod- 
uct, or  material  of  any  kind  which  is  primarily  intended  or  de- 
signed for  use  in  manufacturing,  compounding,  converting,  conceal- 
ing, producing,  processing,  preparing,  injecting,  ingesting,  inhaling, 


1  Conforming  amendment  to  the  table  of  contents  was  not  made. 
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or  otherwise  introducing  into  the  human  body  a  controlled  sub- 
stance, possession  of  which  is  unlawful  under  the  Controlled  Sub- 
stances Act  (title  II  of  Public  Law  91-513).  It  includes  items  primar- 
ily intended  or  designed  for  use  in  ingesting,  inhaling,  or  otherwise 
introducing  marijuana,  cocaine,  hashish,  hashish  oil,  PCP,  or  am- 
phetamines into  the  human  body,  such  as — 

(1)  metal,  wooden,  acrylic,  glass,  stone,  plastic,  or  ceramic 
pipes  with  or  without  screens,  permanent  screens,  hashish 
heads,  or  punctured  metal  bowls; 

(2)  water  pipes; 

(3)  carburetion  tubes  and  devices; 

(4)  smoking  and  carburetion  masks; 

(5)  roach  clips:  meaning  objects  used  to  hold  burning  materi- 
al, such  as  a  marihuana  cigarette,  that  has  become  too  small 
or  too  short  to  be  held  in  the  hand; 

(6)  miniature  spoons  with  level  capacities  of  one-tenth  cubic 
centimeter  or  less; 

(7)  chamber  pipes; 

(8)  carburetor  pipes; 

(9)  electric  pipes; 

(10)  air-driven  pipes; 

(11)  chillums; 

(12)  bongs; 

(13)  ice  pipes  or  chillers; 

(14)  wired  cigarette  papers;  or 

(15)  cocaine  freebase  kits. 

(e)  In  determining  whether  an  item  constitutes  drug  parapherna- 
lia, in  addition  to  all  other  logically  relevant  factors,  the  following 
may  be  considered: 

(1)  instructions,  oral  or  written,  provided  with  the  item  con- 
cerning its  use; 

(2)  descriptive  materials  accompanying  the  item  which  ex- 
plain or  depict  its  use; 

(3)  national  and  local  advertising  concerning  its  use; 

(4)  the  manner  in  which  the  item  is  displayed  for  sale; 

(5)  whether  the  owner,  or  anyone  in  control  of  the  item,  is  a 
legitimate  supplier  of  like  or  related  items  to  the  community, 
such  as  a  licensed  distributor  or  dealer  of  tobacco  products; 

(6)  direct  or  circumstantial  evidence  of  the  radio  of  sales  of 
the  item(s)  to  the  total  sales  of  the  business  enterprise; 

(7)  the  existence  and  scope  of  legitimate  uses  of  the  item  in 
the  community;  and 

(8)  expert  testimony  concerning  its  use. 

(f)  This  section  shall  not  apply  to — 

(1)  any  person  authorized  by  local,  State,  or  Federal  law  to 
manufacture,  possess,  or  distribute  such  items;  or 

(2)  any  item  that,  in  the  normal  lawful  course  of  business,  is 
imported,  exported,  transported,  or  sold  through  the  mail  or  by 
any  other  means,  and  traditionally  intended  for  use  with  to- 
bacco products,  including  any  pipe,  paper,  or  accessory. 
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Part  E — Administrative  and  Enforcement  Provisions 

PROCEDURES 

Sec.  501.  [871]  (a)  The  Attorney  General  may  delegate  any  of 
his  functions  under  this  title  to  any  officer  or  employee  of  the  De- 
partment of  Justice. 

(b)  The  Attorney  General  may  promulgate  and  enforce  any  rules, 
regulations,  and  procedures  which  he  may  deem  necessary  and  ap- 
propriate for  the  efficient  execution  of  his  functions  under  this 
title. 

(c)  The  Attorney  General  may  accept  in  the  name  of  the  Depart- 
ment of  Justice  any  form  of  devise,  bequest,  gift,  or  donation  where 
the  donor  intends  to  donate  property  for  the  purpose  of  preventing 
or  controlling  the  abuse  of  controlled  substances.  He  may  take  all 
appropriate  steps  to  secure  possession  of  such  property  and  may 
sell,  assign,  transfer,  or  convey  any  such  property  other  than 
moneys. 

EDUCATION  AND  RESEARCH  PROGRAMS  OF  THE  ATTORNEY  GENERAL 

Sec.  502.  [872]  (a)  The  Attorney  General  is  authorized  to  carry 
out  educational  and  research  programs  directly  related  to  enforce- 
ment of  the  laws  under  his  jurisdiction  concerning  drugs  or  other 
substances  which  are  or  may  be  subject  to  control  under  this  title. 
Such  programs  may  include — 

(1)  educational  and  training  programs  on  drug  abuse  and 
controlled  substances  law  enforcement  for  local,  State,  and 
Federal  personnel; 

(2)  studies  or  special  projects  designed  to  compare  the  deter- 
rent effects  of  various  enforcement  strategies  on  drug  use  and 
abuse; 

(3)  studies  or  special  projects  designed  to  assess  and  detect 
accurately  the  presence  in  the  human  body  of  drugs  or  other 
substances  which  are  or  may  be  subject  to  control  under  this 
title,  including  the  development  of  rapid  field  identification 
methods  which  would  enable  agents  to  detect  microquantities 
of  such  drugs  or  other  substances; 

(4)  studies  or  special  projects  designed  to  evaluate  the  nature 
and  sources  of  the  supply  of  illegal  drugs  throughout  the  coun- 
try; 

(5)  studies  or  special  projects  to  develop  more  effective  meth- 
ods to  prevent  diversion  of  controlled  substances  into  illegal 
channels;  and 

(6)  studies  or  special  projects  to  develop  information  neces- 
sary to  carry  out  his  functions  under  section  201  of  this  title. 

(b)  The  Attorney  General  may  enter  into  contracts  for  such  edu- 
cational and  research  activities  without  performance  bonds  and 
without  regard  to  section  3709  of  the  Revised  Statutes  (41  U.S.C.  5). 

(c)  The  Attorney  General  may  authorize  persons  engaged  in  re- 
search to  withhold  the  names  and  other  identifying  characteristics 
of  persons  who  are  the  subjects  of  such  research.  Persons  who 
obtain  this  authorization  may  not  be  compelled  in  any  Federal, 
State,  or  local  civil,  criminal,  administrative,  legislative,  or  other 
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proceeding  to  identify  the  subjects  of  research  for  which  such  au- 
thorization was  obtained. 

(d)  1  Nothing  in  the  Single  Convention  on  Narcotic  Drugs,  the 
Convention  on  Psychotropic  Substances,  or  other  treaties  or  inter- 
national agreements  shall  be  construed  to  limit,  modify,  or  prevent 
the  protection  of  the  confidentiality  of  patient  records  or  of  the 
names  and  other  identifying  characteristics  of  research  subjects  as 
provided  by  any  Federal,  State,  or  local  law  or  regulation. 

(e)  The  Attorney  General,  on  his  own  motion  or  at  the  request  of 
the  Secretary,  may  authorize  the  possession,  distribution,  and  dis- 
pensing of  controlled  substances  by  persons  engaged  in  research. 
Persons  who  obtain  this  authorization  shall  be  exempt  from  State 
or  Federal  prosecution  for  possession,  distribution,  and  dispensing 
of  controlled  substances  to  the  extent  authorized  by  the  Attorney 
General. 

(f)  The  Attorney  General  shall  maintain  an  active  program,  both 
domestic  and  international,  to  curtail  the  diversion  of  precursor 
chemicals  and  essential  chemicals  used  in  the  illicit  manufacture  of 
controlled  substances. 

COOPERATIVE  ARRANGEMENTS 

Sec.  503.  [873]  (a)  The  Attorney  General  shall  cooperate  with 
local,  State,  and  Federal  agencies  concerning  traffic  in  controlled 
substances  and  in  suppressing  the  abuse  of  controlled  substances. 
To  this  end,  he  is  authorized  to — 

(1)  arrange  for  the  exchange  of  information  between  govern- 
mental officials  concerning  the  use  and  abuse  of  controlled  sub- 
stances; 

(2)  cooperate  in  the  institution  and  prosecution  of  cases  in 
the  courts  of  the  United  States  and  before  the  licensing  boards 
and  courts  of  the  several  States; 

(3)  conduct  training  programs  on  controlled  substance  law 
enforcement  for  local,  State,  and  Federal  personnel; 

(4)  maintain  in  the  Department  of  Justice  a  unit  which  will 
accept,  catalog,  file,  and  otherwise  utilize  all  information  and 
statistics,  including  records  of  controlled  substance  abusers  and 
other  controlled  substance  law  offenders,  which  may  be  re- 
ceived from  Federal,  State,  and  local  agencies,  and  make  such 
information  available  for  Federal,  State,  and  local  law  enforce- 
ment purposes; 

(5)  conduct  programs  of  eradication  aimed  at  destroying  wild 
or  illicit  growth  of  plant  species  from  which  controlled  sub- 
stances may  be  extracted; 

(6)  assist  State  and  local  governments  in  suppressing  the  di- 
version of  controlled  substances  from  legitimate  medical,  scien- 
tific, and  commercial  channels  by — 

(A)  making  periodic  assessments  of  the  capabilities  of 
State  and  local  governments  to  adequately  control  the  di- 
version of  controlled  substances; 


1  Subsection  (d)  takes  effect  on  the  date  the  Convention  on  Psychotropic  Substances,  signed  at 
Vienna,  Austria  on  February  21,  1971,  enters  into  force  in  respect  to  the  United  States.  See  sec- 
tion 112  of  P.L.  95-633. 
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(B)  providing  advice  and  counsel  to  State  and  local  gov- 
ernments on  the  methods  by  which  such  governments  may 
strengthen  their  controls  against  diversion;  and 

(C)  establishing  cooperative  investigative  efforts  to  con- 
trol diversion;  and 

(7)  notwithstanding  any  other  provision  of  law,  enter  into 
contractual  agreements  with  State  and  local  law  enforcement 
agencies  to  provide  for  cooperative  enforcement  and  regulatory 
activities  under  this  Act. 

(b)  When  requested  by  the  Attorney  General,  it  shall  be  the  duty 
of  any  agency  or  instrumentality  of  the  Federal  Government  to  fur- 
nish assistance,  including  technical  advice,  to  him  for  carrying  out 
his  functions  under  this  title;  except  that  no  such  agency  or  instru- 
mentality shall  be  required  to  furnish  the  name  of,  or  other  identi- 
fying information  about,  a  patient  or  research  subject  whose  identi- 
ty it  has  undertaken  to  keep  confidential. 

(c)  The  Attorney  General  shall  annually  (1)  select  the  controlled 
substance  (or  controlled  substances)  contained  in  schedule  II  which, 
in  the  Attorney  General's  discretion,  is  determined  to  have  the 
highest  rate  of  abuse,  and  (2)  prepare  and  make  available  to  regula- 
tory, licensing,  and  law  enforcement  agencies  of  States  descriptive 
and  analytic  reports  on  the  actual  distribution  patterns  in  such 
States  of  each  such  controlled  substance. 

(d)  (1)  The  Attorney  General  may  make  grants,  in  accordance 
with  paragraph  (2),  to  State  and  local  governments  to  assist  in 
meeting  the  costs  of — 

(A)  collecting  and  analyzing  data  on  the  diversion  of  con- 
trolled substances, 

(B)  conducting  investigations  and  prosecutions  of  such  diver- 
sions, 

(C)  improving  regulatory  controls  and  other  authorities  to 
control  such  diversions, 

(D)  programs  to  prevent  such  diversions, 

(E)  preventing  and  detecting  forged  prescriptions,  and 

(F)  training  law  enforcement  and  regulatory  personnel  to  im- 
prove the  control  of  such  diversions. 

(2)  No  grant  may  be  made  under  paragraph  (1)  unless  an  applica- 
tion therefor  is  submitted  to  the  Attorney  General  in  such  form 
and  manner  as  the  Attorney  General  may  prescribe.  No  grant  may 
exceed  80  per  centum  of  the  costs  for  which  the  grant  is  made,  and 
no  grant  may  be  made  unless  the  recipient  of  the  grant  provides 
assurances  satisfactory  to  the  Attorney  General  that  it  will  obli- 
gate funds  to  meet  the  remaining  20  per  centum  of  such  costs.  The 
Attorney  General  shall  review  the  activities  carried  out  with 
grants  under  paragraph  (1)  and  shall  report  annually  to  Congress 
on  such  activities. 

(3)  To  carry  out  this  subsection  there  is  authorized  to  be  appro- 
priated $6,000,000  for  fiscal  year  1985  and  $6,000,000  for  fiscal  year 
1986. 

ADVISORY  COMMITTEES 

Sec.  504.  [874]  The  Attorney  General  may  from  time  to  time 
appoint  committees  to  advise  him  with  respect  to  preventing  and 
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controlling  the  abuse  of  controlled  substances.  Members  of  the  com- 
mittees may  be  entitled  to  receive  compensation  at  the  rate  of  $100 
for  each  day  (including  traveltime)  during  which  they  are  engaged 
in  the  actual  performance  of  duties.  While  traveling  on  official 
business  in  the  performance  of  duties  for  the  committees,  members 
of  the  committees  shall  be  allowed  expenses  of  travel,  including  per 
diem  instead  of  subsistence,  in  accordance  with  subchapter  I  of 
chapter  57  of  title  5,  United  States  Code. 

ADMINISTRATIVE  HEARINGS 

Sec.  505.  [875J  (a)  In  carrying  out  his  functions  under  this  title, 
the  Attorney  General  may  hold  hearings,  sign  and  issue  subpenas, 
administer  oaths,  examine  witnesses,  and  receive  evidence  at  any 
place  in  the  United  States. 

(b)  Except  as  otherwise  provided  in  this  title,  notice  shall  be 
given  and  hearings  shall  be  conducted  under  appropriate  proce- 
dures of  subchapter  II  of  chapter  5,  title  5,  United  States  Code. 

SUBPENAS 

Sec.  506.  [876]  (a)  In  any  investigation  relating  to  his  functions 
under  this  title  with  respect  to  controlled  substances,  listed  chemi- 
cals, tableting  machines,  or  encapsulating  machines,  the  Attorney 
General  may  subpena  witnesses,  compel  the  attendance  and  testi- 
mony of  witnesses,  and  require  the  production  of  any  records  (in- 
cluding books,  papers,  documents,  and  other  tangible  things  which 
constitute  or  contain  evidence)  which  the  Attorney  General  finds 
relevant  or  material  to  the  investigation.  The  attendance  of  wit- 
nesses and  the  production  of  records  may  be  required  from  any 
place  in  any  State  or  in  any  territory  or  other  place  subject  to  the 
jurisdiction  of  the  United  States  at  any  designated  place  of  hear- 
ing; except  that  a  witness  shall  not  be  required  to  appear  at  any 
hearing  more  than  500  miles  distant  from  the  place  where  he  was 
served  with  a  subpena.  Witnesses  summoned  under  this  section 
shall  be  paid  the  same  fees  and  mileage  that  are  paid  witnesses  in 
the  courts  of  the  United  States. 

(b)  A  subpena  issued  under  this  section  may  be  served  by  any 
person  designated  in  the  subpena  to  serve  it.  Service  upon  a  natu- 
ral person  may  be  made  by  personal  delivery  of  the  subpena  to 
him.  Service  may  be  made  upon  a  domestic  or  foreign  corporation 
or  upon  a  partnership  or  other  unincorporated  association  which  is 
subject  to  suit  under  a  common  name,  by  delivering  the  subpena  to 
an  officer,  to  a  managing  or  general  agent,  or  to  any  other  agent 
authorized  by  appointment  or  by  law  to  receive  service  of  process. 
The  affidavit  of  the  person  serving  the  subpena  entered  on  a  true 
copy  thereof  by  the  person  serving  it  shall  be  proof  of  service. 

(c)  In  the  case  of  contumacy  by  or  refusal  to  obey  a  subpena 
issued  to  any  person,  the  Attorney  General  may  invoke  the  aid  of 
any  court  of  the  United  States  within  the  jurisdiction  of  which  the 
investigation  is  carried  on  or  of  which  the  subpenaed  person  is  an 
inhabitant,  or  in  which  he  carries  on  business  or  may  be  found,  to 
compel  compliance  with  the  subpena.  The  court  may  issue  an  order 
requiring  the  subpenaed  person  to  appear  before  the  Attorney  Gen- 
eral to  produce  records,  if  so  ordered,  or  to  give  testimony  touching 
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the  matter  under  investigation.  Any  failure  to  obey  the  order  of 
the  court  may  be  punished  by  the  court  as  a  contempt  thereof.  All 
process  in  any  such  case  may  be  served  in  any  judicial  district  in 
which  such  person  may  be  found. 

JUDICIAL  REVIEW 

Sec.  507.  [877]  All  final  determinations,  findings,  and  conclu- 
sions of  the  Attorney  General  under  this  title  shall  be  final  and 
conclusive  decisions  of  the  matters  involved,  except  that  any 
person  aggrieved  by  a  final  decision  of  the  Attorney  General  may 
obtain  review  of  the  decision  in  the  United  States  Court  of  Appeals 
for  the  District  of  Columbia  or  for  the  circuit  in  which  his  principal 
place  of  business  is  located  upon  petition  filed  with  the  court  and 
delivered  to  the  Attorney  General  within  thirty  days  after  notice  of 
the  decision.  Findings  of  fact  by  the  Attorney  General,  if  supported 
by  substantial  evidence,  shall  be  conclusive. 

POWERS  OF  ENFORCEMENT  PERSONNEL 

Sec.  508.  [878]  (a)  Any  officer  or  employee  of  the  Drug  Enforce- 
ment Administration  or  any  State  or  local  law  enforcement  officer 
or  (with  respect  to  offenses  under  this  title  or  title  III)  any  State  or 
local  law  enforcement  officer  1  designated  by  the  Attorney  General 
may— 

(1)  carry  firearms; 

(2)  execute  and  serve  search  warrants,  arrest  warrants,  ad- 
ministrative inspection  warrants,  subpenas,  and  summonses 
issued  under  the  authority  of  the  United  States; 

(3)  make  arrests  without  warrant  (A)  for  any  offense  against 
the  United  States  committed  in  his  presence,  or  (B)  for  any 
felony,  cognizable  under  the  laws  of  the  United  States,  if  he 
has  probable  cause  to  believe  that  the  person  to  be  arrested 
has  committed  or  is  committing  a  felony; 

(4)  make  seizures  of  property  pursuant  to  the  provisions  of 
this  title;  and 

(5)  perform  such  other  law  enforcement  duties  as  the  Attor- 
ney General  may  designate. 

(b)  State  and  local  law  enforcement  officers  performing  functions 
under  this  section  shall  not  be  deemed  Federal  employees  and  shall 
not  be  subject  to  provisions  of  law  relating  to  Federal  employees, 
except  that  such  officers  shall  be  subject  to  section  3374(c)  of  title  5, 
United  States  Code. 

SEARCH  WARRANTS 

Sec.  509.  [879]  A  search  warrant  relating  to  offenses  involving 
controlled  substances  may  be  served  at  any  time  of  the  day  or 
night  if  the  judge  or  United  States  magistrate  issuing  the  warrant 
is  satisfied  that  there  is  probable  cause  to  believe  that  grounds 
exist  for  the  warrant  and  for  its  service  at  such  time. 


1  So  in  law.  P.L.  99-570  and  P.L.  99-646  added  similar  provisions. 
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ADMINISTRATIVE  INSPECTIONS  AND  WARRANTS 

Sec.  510.  [880]  (a)  As  used  in  this  section,  the  term  "controlled 
premises"  means — 

(1)  places  where  original  or  other  records  or  documents  re- 
quired under  this  title  are  kept  or  required  to  be  kept,  and 

(2)  places,  including  factories,  warehouses,  or  other  establish- 
ments, and  conveyances  where  persons  registered  under  sec- 
tion 303  (or  exempted  from  registration  under  section  302(d)) 
may  lawfully  hold,  manufacture,  or  distribute,  dispense,  ad- 
minister, or  otherwise  dispose  of  controlled  substances. 

(b)  (1)  For  the  purpose  of  inspecting,  copying,  and  verifying  the 
correctness  of  records,  reports,  or  other  documents  required  to  be 
kept  or  made  under  this  title  and  otherwise  facilitating  the  carry- 
ing out  of  his  functions  under  this  title,  the  Attorney  General  is 
authorized,  in  accordance  with  this  section,  to  enter  controlled 
premises  and  to  conduct  administrative  inspections  thereof,  and  of 
the  things  specified  in  this  section,  relevant  to  those  functions. 

(2)  Such  entries  and  inspections  shall  be  carried  out  through  offi- 
cers or  employees  (hereinafter  referred  to  as  "inspectors")  designat- 
ed by  the  Attorney  General.  Any  such  inspector,  upon  stating  his 
purpose  and  presenting  to  the  owner,  operator,  or  agent  in  charge 
of  such  premises  (A)  appropriate  credentials  and  (B)  a  written 
notice  of  his  inspection  authority  (which  notice  in  the  case  of  an 
inspection  requiring,  or  in  fact  supported  by,  an  administrative  in- 
spection warrant  shall  consist  of  such  warrant),  shall  have  the 
right  to  enter  such  premises  and  conduct  such  inspection  at  reason- 
able times. 

(3)  Except  as  may  otherwise  be  indicated  in  an  applicable  inspec- 
tion warrant,  the  inspector  shall  have  the  right — 

(A)  to  inspect  and  copy  records,  reports,  and  other  documents 
required  to  be  kept  or  made  under  this  title; 

(B)  to  inspect,  within  reasonable  limits  and  in  a  reasonable 
manner,  controlled  premises  and  all  pertinent  equipment,  fin- 
ished and  unfinished  drugs  and  other  substances  or  materials, 
containers,  and  labeling  found  therein,  and,  except  as  provided 
in  paragraph  (4)  of  this  subsection,  all  other  things  therein  (in- 
cluding records,  files,  papers,  processes,  controls,  and  facilities) 
appropriate  for  verification  of  the  records,  reports,  and  docu- 
ments referred  to  in  clause  (A)  or  otherwise  bearing  on  the  pro- 
visions of  this  title;  and 

(C)  to  inventory  any  stock  of  any  controlled  substance  there- 
in and  obtain  samples  of  any  such  substance. 

(4)  Except  when  the  owner,  operator,  or  agent  in  charge  of  the 
controlled  premises  so  consents  in  writing,  no  inspection  authorized 
by  this  section  shall  extend  to — 

(A)  financial  data; 

(B)  sales  data  other  than  shipment  data;  or 

(C)  pricing  data. 

(c)  A  warrant  under  this  section  shall  not  be  required  for  the  in- 
spection of  books  and  records  pursuant  to  an  administrative  subpe- 
na  issued  in  accordance  with  section  506,  nor  for  entries  and  ad- 
ministrative inspections  (including  seizures  of  property) — 
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(1)  with  the  consent  of  the  owner,  operator,  or  agent  in 
charge  of  the  controlled  premises; 

(2)  in  situations  presenting  imminent  danger  to  health  or 
safety; 

(3)  in  situations  involving  inspection  of  conveyances  where 
there  is  reasonable  cause  to  believe  that  the  mobility  of  the 
conveyance  makes  it  impracticable  to  obtain  a  warrant; 

(4)  in  any  other  exceptional  or  emergency  circumstances 
where  time  or  opportunity  to  apply  for  a  warrant  is  lacking;  or 

(5)  in  any  other  situations  where  a  warrant  is  not  constitu- 
tionally required. 

(d)  Issuance  and  execution  of  administrative  inspection  warrants 
shall  be  as  follows: 

(1)  Any  judge  of  the  United  States  or  of  a  State  court  of  record, 
or  any  United  States  magistrate,  may,  within  his  territorial  juris- 
diction, and  upon  proper  oath  or  affirmation  showing  probable 
cause,  issue  warrants  for  the  purpose  of  conducting  administrative 
inspections  authorized  by  this  title  or  regulations  thereunder,  and 
seizures  of  property  appropriate  to  such  inspections.  For  the  pur- 
poses of  this  section,  the  term  ' 'probable  cause"  means  a  valid 
public  interest  in  the  effective  enforcement  of  this  title  or  regula- 
tions thereunder  sufficient  to  justify  administrative  inspections  of 
the  area,  premises,  building,  or  conveyance,  or  contents  thereof,  in 
the  circumstances  specified  in  the  application  for  the  warrant. 

(2)  A  warrant  shall  issue  only  upon  an  affidavit  of  an  officer  or 
employee  having  knowledge  of  the  facts  alleged,  sworn  to  before 
the  judge  or  magistrate  and  establishing  the  grounds  for  issuing 
the  warrant.  If  the  judge  or  magistrate  is  satisfied  that  grounds  for 
the  application  exist  or  that  there  is  probable  cause  to  believe  they 
exist,  he  shall  issue  a  warrant  identifying  the  area,  premises,  build- 
ing, or  conveyance  to  be  inspected,  the  purpose  of  such  inspection, 
and,  where  appropriate,  the  type  of  property  to  be  inspected,  if  any. 
The  warrant  shall  identify  the  items  or  types  of  property  to  be 
seized,  if  any.  The  warrant  shall  be  directed  to  a  person  authorized 
under  subsection  (b)(2)  to  execute  it.  The  warrant  shall  state  the 
grounds  for  its  issuance  and  the  name  of  the  person  or  persons 
whose  affidavit  has  been  taken  in  support  thereof.  It  shall  com- 
mand the  person  to  whom  it  is  directed  to  inspect  the  area,  prem- 
ises, building,  or  conveyance  identified  for  the  purpose  specified, 
and,  where  appropriate,  shall  direct  the  seizure  of  the  property 
specified.  The  warrant  shall  direct  that  it  be  served  during  normal 
business  hours.  It  shall  designate  the  judge  or  magistrate  to  whom 
it  shall  be  returned. 

(3)  A  warrant  issued  pursuant  to  this  section  must  be  executed 
and  returned  within  ten  days  of  its  date  unless,  upon  a  showing  by 
the  United  States  of  a  need  therefor,  the  judge  or  magistrate  allows 
additional  time  in  the  warrant.  If  property  is  seized  pursuant  to  a 
warrant,  the  person  executing  the  warrant  shall  give  to  the  person 
from  whom  or  from  whose  premises  the  property  was  taken  a  copy 
of  the  warrant  and  a  receipt  for  the  property  taken  or  shall  leave 
the  copy  and  receipt  at  the  place  from  which  the  property  was 
taken.  The  return  of  the  warrant  shall  be  made  promptly  and  shall 
be  accompanied  by  a  written  inventory  of  any  property  taken.  The 
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inventory  shall  be  made  in  the  presence  of  the  person  executing 
the  warrant  and  of  the  person  from  whose  possession  or  premises 
the  property  was  taken,  if  they  are  present,  or  in  the  presence  of  at 
least  one  credible  person  other  than  the  person  making  such  inven- 
tory, and  shall  be  verified  by  the  person  executing  the  warrant. 
The  judge  or  magistrate,  upon  request,  shall  deliver  a  copy  of  the 
inventory  to  the  person  from  whom  or  from  whose  premises  the 
property  was  taken  and  to  the  applicant  for  the  warrant. 

(4)  The  judge  or  magistrate  who  has  issued  a  warrant  under  this 
section  shall  attach  to  the  warrant  a  copy  of  the  return  and  all 
papers  filed  in  connection  therewith  and  shall  file  them  with  the 
clerk  of  the  district  court  of  the  United  States  for  the  judicial  dis- 
trict in  which  the  inspection  was  made. 

FORFEITURES 

Sec.  511.  [881]  (a)  The  following  shall  be  subject  to  forfeiture  to 
the  United  States  and  no  property  right  shall  exist  in  them: 

(1)  All  controlled  substances  which  have  been  manufactured, 
distributed,  dispensed,  or  acquired  in  violation  of  this  title. 

(2)  All  raw  materials,  products,  and  equipment  of  any  kind 
which  are  used,  or  intended  for  use,  in  manufacturing,  com- 
pounding, processing,  delivering,  importing,  or  exporting  any 
controlled  substance  in  violation  of  this  title. 

(3)  All  property  which  is  used,  or  intended  for  use,  as  a  con- 
tainer for  property  described  in  paragraph  (1),  (2),  or  (9). 

(4)  All  conveyances,  including  aircraft,  vehicles,  or  vessels, 
which  are  used,  or  are  intended  for  use,  to  transport,  or  in  any 
manner  to  facilitate  the  transportation,  sale,  receipt,  posses- 
sion, or  concealment  of  property  described  in  paragraph  (1),  (2), 
or  (9),  except  that — 

(A)  no  conveyance  used  by  any  person  as  a  common  car- 
rier in  the  transaction  of  business  as  a  common  carrier 
shall  be  forfeited  under  the  provisions  of  this  section 
unless  it  shall  appear  that  the  owner  or  other  person  in 
charge  of  such  conveyance  was  a  consenting  party  or  privy 
to  a  violation  of  this  title  or  title  III; 

(B)  no  conveyance  shall  be  forfeited  under  the  provisions 
of  this  section  by  reason  of  any  act  or  omission  established 
by  the  owner  thereof  to  have  been  committed  or  omitted 
by  any  person  other  than  such  owner  while  such  convey- 
ance was  unlawfully  in  the  possession  of  a  person  other 
than  the  owner  in  violation  of  the  criminal  laws  of  the 
United  States,  or  of  any  State;  and 

(C)  no  conveyance  shall  be  forfeited  under  this  para- 
graph to  the  extent  of  an  interest  of  an  owner,  by  reason 
of  any  act  or  omission  established  by  that  owner  to  have 
been  committed  or  omitted  without  the  knowledge,  con- 
sent, or  willful  blindness  of  the  owner. 

(5)  All  books,  records,  and  research,  including  formulas, 
microfilm,  tapes,  and  data  which  are  used,  or  intended  for  use, 
in  violation  of  this  title. 

(6)  All  moneys,  negotiable  instruments,  securities,  or  other 
things  of  value  furnished  or  intended  to  be  furnished  by  any 
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person  in  exchange  for  a  controlled  substance  in  violation  of 
this  title,  all  proceeds  traceable  to  such  an  exchange,  and  all 
moneys,  negotiable  instruments,  and  securities  used  or  intend- 
ed to  be  used  to  facilitate  any  violation  of  this  title,  except  that 
no  property  shall  be  forfeited  under  this  paragraph,  to  the 
extent  of  the  interest  of  an  owner,  by  reason  of  any  act  or 
omission  established  by  that  owner  to  have  been  committed  or 
omitted  without  the  knowledge  or  consent  of  that  owner. 

(7)  All  real  property,  including  any  right,  title,  and  interest 
(including  any  leasehold  interest)  in  the  whole  of  any  lot  or 
tract  of  land  and  any  appurtenances  or  improvements,  which 
is  used,  or  intended  to  be  used,  in  any  manner  or  part,  to 
commit,  or  to  facilitate  the  commission  of,  a  violation  of  this 
title  punishable  by  more  than  one  year's  imprisonment,  except 
that  no  property  shall  be  forfeited  under  this  paragraph,  to  the 
extent  of  an  interest  of  an  owner,  by  reason  of  any  act  or  om- 
mission  established  by  that  owner  to  have  been  committed  or 
omitted  without  the  knowledge  or  consent  of  that  owner. 

(8)  All  controlled  substances  which  have  been  possessed  in 
violation  of  this  title. 

(9)  All  listed  chemicals,  all  drug  manufacturing  equipment, 
all  tableting  machines,  all  encapsulating  machines,  and  all 
gelatin  capsules,  which  have  been  imported,  exported,  manu- 
factured, possessed,  distributed,  or  intended  to  be  distributed, 
imported,  or  exported,  in  violation  of  a  felony  provision  of  this 
title  or  title  III. 

(10)  Any  drug  paraphernalia  (as  defined  in  section  1822  of 
the  Mail  Order  Drug  Paraphernalia  Control  Act). 

(11)  Any  firearm  (as  defined  in  section  921  of  title  18,  United 
States  Code)  used  or  intended  to  be  used  to  facilitate  the  trans- 
portation, sale,  receipt,  possession,  or  concealment  of  property 
described  in  paragraph  (1)  or  (2)  and  any  proceeds  traceable  to 
such  property. 

(b)  Any  property  subject  to  civil  forfeiture  to  the  United  States 
under  this  title  may  be  seized  by  the  Attorney  General  upon  proc- 
ess issued  pursuant  to  the  Supplemental  Rules  for  Certain  Admi- 
ralty and  Maritime  Claims  by  any  district  court  of  the  United 
States  having  jurisdiction  over  the  property,  except  that  seizure 
without  such  process  may  be  made  when — 

(1)  the  seizure  is  incident  to  an  arrest  or  a  search  under  a 
search  warrant  or  an  inspection  under  an  administrative  in- 
spection warrant; 

(2)  the  property  subject  to  seizure  has  been  the  subject  of  a 
prior  judgment  in  favor  of  the  United  States  in  a  criminal  in- 
junction or  forfeiture  proceeding  under  this  title; 

(3)  the  Attorney  General  has  probable  cause  to  believe  that 
the  property  is  directly  or  indirectly  dangerous  to  health  or 
safety;  or 

(4)  the  Attorney  General  has  probable  cause  to  believe  that 
the  property  is  subject  to  civil  forfeiture  under  this  title. 

In  the  event  of  seizure  pursuant  to  paragraph  (3)  or  (4)  of  this  sub- 
section, proceedings  under  subsection  (d)  of  this  section  shall  be  in- 
stituted promptly.  The  Government  may  request  the  issuance  of  a 
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warrant  authorizing  the  seizure  of  property  subject  to  forfeiture 
under  this  section  in  the  same  manner  as  provided  for  a  search 
warrant  under  the  Federal  Rules  of  Criminal  Procedure. 

(c)  Property  taken  or  detained  under  this  section  shall  not  be  re- 
pleviable,  but  shall  be  deemed  to  be  in  the  custody  of  the  Attorney 
General,  subject  only  to  the  orders  and  decrees  of  the  court  or  the 
official  having  jurisdiction  thereof.  Whenever  property  is  seized 
under  any  of  the  provisions  of  this  title,  the  Attorney  General 
may- 
CD  place  the  property  under  seal; 

(2)  remove  the  property  to  a  place  designated  by  him;  or 

(3)  require  that  the  General  Services  Administration  take 
custody  of  the  property  and  remove  it,  if  practicable,  to  an  ap- 
propriate location  for  disposition  in  accordance  with  law. 

(d)  The  provisions  of  law  relating  to  the  seizure,  summary  and 
judicial  forfeiture,  and  condemnation  of  property  for  violation  of 
the  customs  laws;  the  disposition  of  such  property  or  the  proceeds 
from  the  sale  thereof;  the  remission  or  mitigation  of  such  forfeit- 
ures; and  the  compromise  of  claims  shall  apply  to  seizures  and  for- 
feitures incurred,  or  alleged  to  have  been  incurred,  under  any  of 
the  provisions  of  this  title,  insofar  as  applicable  and  not  inconsist- 
ent with  the  provisions  hereof;  except  that  such  duties  as  are  im- 
posed upon  the  customs  officer  or  any  other  person  with  respect  to 
the  seizure  and  forfeiture  of  property  under  the  customs  laws  shall 
be  performed  with  respect  to  seizures  and  forfeitures  of  property 
under  this  title  by  such  officers,  agents,  or  other  persons  as  may  be 
authorized  or  designated  for  that  purpose  by  the  Attorney  General, 
except  to  the  extent  that  such  duties  arise  from  seizures  and  for- 
feitures effected  by  any  customs  officer. 

(e)  (1)  Whenever  property  is  civily  or  criminally  forfeited  under 
this  title  the  Attorney  General  may — 

(A)  retain  the  property  for  official  use  or,  in  the  manner  pro- 
vided with  respect  to  transfers  under  section  616  of  the  Tariff 
Act  of  1930,  transfer  the  property  to  any  Federal  agency  or  to 
any  State  or  local  law  enforcement  agency  which  participated 
directly  in  the  seizure  or  forfeiture  of  the  property; 

(B)  sell,  by  public  sale  or  any  other  commercially  feasible 
means,  any  forfeited  property  which  is  not  required  to  be  de- 
stroyed by  law  and  which  is  not  harmful  to  the  public; 

(C)  require  that  the  General  Services  Administration  take 
custody  of  the  property  and  dispose  of  it  in  accordance  with 
law; 

(D)  forward  it  to  the  Bureau  of  Narcotics  and  Dangerous 
Drugs  for  disposition  (including  delivery  for  medical  or  scientif- 
ic use  to  any  Federal  or  State  agency  under  regulations  of  the 
Attorney  General);  or 

(E)  transfer  the  forfeited  personal  property  or  the  proceeds  of 
the  sale  of  any  forfeited  personal  or  real  property  to  any  for- 
eign country  which  participated  directly  or  indirectly  in  the 
seizure  or  forfeiture  of  the  property,  if  such  a  transfer — 

(i)  has  been  agreed  to  by  the  Secretary  of  State; 

(ii)  is  authorized  in  an  international  agreement  between 
the  United  States  and  the  foreign  country;  and 
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(iii)  is  made  to  a  country  which,  if  applicable,  has  been 
certified  under  section  481(h)  of  the  Foreign  Assistance  Act 
of  1961. 

(2)  (A)  The  proceeds  from  any  sale  under  subparagraph  (B)  of 
paragraph  (1)  and  any  moneys  forfeited  under  this  title  shall  be 
used  to  pay — 

(i)  all  proper  expenses  of  the  proceedings  for  forfeiture  and 
sale  including  expenses  of  seizure,  maintenance  of  custody,  ad- 
vertising, and  court  costs;  and 

(ii)  awards  of  up  to  $100,000  to  any  individual  who  provides 
original  information  which  leads  to  the  arrest  and  conviction 
of  a  person  who  kills  or  kidnaps  a  Federal  drug  law  enforce- 
ment agent. 

Any  award  paid  for  information  concerning  the  killing  or  kidnap- 
ping of  a  Federal  drug  law  enforcement  agent,  as  provided  in 
clause  (ii),  shall  be  paid  at  the  discretion  of  the  Attorney  General. 

(B)  The  Attorney  General  shall  forward  to  the  Treasurer  of  the 
United  States  for  deposit  in  accordance  with  section  524(c)  of  title 
28,  United  States  Code,  any  amounts  of  such  moneys  and  proceeds 
remaining  after  payment  of  the  expenses  provided  in  subparagraph 
(A),  except  that,  with  respect  to  forfeitures  conducted  by  the  Postal 
Service,  the  Postal  Service  shall  deposit  in  the  Postal  Service  Fund, 
under  section  2003(b)(7)  of  title  39,  United  States  Code,  such 
moneys  and  proceeds. 

(3)  The  Attorney  General  shall  assure  that  any  property  trans- 
ferred to  a  State  or  local  law  enforcement  agency  under  paragraph 
(1XA)- 

(A)  has  a  value  that  bears  a  reasonable  relationship  to  the 
degree  of  direct  participation  of  the  State  or  local  agency  in 
the  law  enforcement  effort  resulting  in  the  forfeiture,  taking 
into  account  the  total  value  of  all  property  forfeited  and  the 
total  law  enforcement  effort  with  respect  to  the  violation  of 
law  on  which  the  forfeiture  is  based;  and 

(B)  will  serve  to  encourage  further  cooperation  between  the 
recipient  State  or  local  agency  and  Federal  law  enforcement 
agencies. 

(f)(1)  All  controlled  substances  in  schedule  I  or  II  that  are  pos- 
sessed, transferred,  sold,  or  offered  for  sale  in  violation  of  the  provi- 
sions of  this  title;  all  dangerous,  toxic,  or  hazardous  raw  materials 
or  products  subject  to  forfeiture  under  subsection  (a)(2)  of  this  sec- 
tion; and  any  equipment  or  container  subject  to  forfeiture  under 
subsection  (a)(2)  or  (3)  which  cannot  be  separated  safely  from  such 
raw  materials  or  products  shall  be  deemed  contraband  and  seized 
and  summarily  forfeited  to  the  United  States.  Similarly,  all  sub- 
stances in  schedule  I  or  II,  which  are  seized  or  come  into  the  pos- 
session of  the  United  States,  the  owners  of  which  are  unknown, 
shall  be  deemed  contraband  and  summarily  forfeited  to  the  United 
States. 

(2)  The  Attorney  General  may  direct  the  destruction  of  all  con- 
trolled substances  in  schedule  I  or  II  seized  for  violation  of  this 
title;  all  dangerous,  toxic,  or  hazardous  raw  materials  or  products 
subject  to  forfeiture  under  subsection  (a)(2)  of  this  section;  and  any 
equipment  or  container  subject  to  forfeiture  under  subsection  (a)(2) 
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or  (3)  which  cannot  be  separated  safely  from  such  raw  materials  or 
products  under  such  circumstances  as  the  Attorney  General  may 
deem  necessary. 

(g)  (1)  All  species  of  plants  from  which  controlled  substances  in 
schedules  I  and  II  may  be  derived  which  have  been  planted  or  cul- 
tivated in  violation  of  this  title,  or  of  which  the  owners  or  cultiva- 
tors are  unknown,  or  which  are  wild  growths,  may  be  seized  and 
summarily  forfeited  to  the  United  States. 

(2)  The  failure,  upon  demand  by  the  Attorney  General  or  his 
duly  authorized  agent,  of  the  person  in  occupancy  or  in  control  of 
land  or  premises  upon  which  such  species  of  plants  are  growing  or 
being  stored,  to  produce  an  appropriate  registration,  or  proof  that 
he  is  the  holder  thereof,  shall  constitute  authority  for  the  seizure 
and  forfeiture. 

(3)  The  Attorney  General,  or  his  duly  authorized  agent,  shall 
have  authority  to  enter  upon  any  lands,  or  into  any  dwelling  pur- 
suant to  a  search  warrant,  to  cut,  harvest,  carry  off,  or  destroy 
such  plants. 

(h)  All  right,  title,  and  interest  in  property  described  in  subsec- 
tion (a)  shall  vest  in  the  United  States  upon  commission  of  the  act 
giving  rise  to  forfeiture  under  this  section. 

(i)  The  filing  of  an  indictment  or  information  alleging  a  violation 
of  this  title  or  title  III,  or  a  violation  of  State  or  local  law  that 
could  have  been  charged  under  this  title  or  title  III,  which  is  also 
related  to  a  civil  forfeiture  proceeding  under  this  section  shall, 
upon  motion  of  the  United  States  and  for  good  cause  shown,  stay 
the  civil  forfeiture  proceeding. 

(j)  In  addition  to  the  venue  provided  for  in  section  1395  of  title 
28,  United  States  Code,  or  any  other  provision  of  law,  in  the  case  of 
property  of  a  defendant  charged  with  a  violation  that  is  the  basis 
for  forfeiture  of  the  property  under  this  section,  a  proceeding  for 
forfeiture  under  this  section  may  be  brought  in  the  judicial  district 
in  which  the  defendant  owning  such  property  is  found  or  in  the  ju- 
dicial district  in  which  the  criminal  prosecution  is  brought. 

(I)1  The  functions  of  the  Attorney  General  under  this  section 
shall  be  carried  out  by  the  Postal  Service  pursuant  to  such  agree- 
ment as  may  be  entered  into  between  the  Attorney  General  and 
the  Postal  Service. 

INJUNCTIONS 

Sec.  512.  [882]  (a)  The  district  courts  of  the  United  States  and 
all  courts  exercising  general  jurisdiction  in  the  territories  and  pos- 
sessions of  the  United  States  shall  have  jurisdiction  in  proceedings 
in  accordance  with  the  Federal  Rules  of  Civil  Procedure  to  enjoin 
violations  of  this  title. 

(b)  In  case  of  an  alleged  violation  of  an  injunction  or  restraining 
order  issued  under  this  section,  trial  shall,  upon  demand  of  the  ac- 
cused, be  by  a  jury  in  accordance  with  the  Federal  Rules  of  Civil 
Procedure. 


1  So  in  law,  P.L.  100-690,  probably  should  be  "(k)". 
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ENFORCEMENT  PROCEEDINGS 

Sec.  513.  £883]  Before  any  violation  of  this  title  is  reported  by 
the  Administrator  of  the  Drug  Enforcement  Administration  to  any 
United  States  attorney  for  institution  of  a  criminal  proceeding,  the 
Administrator  may  require  that  the  person  against  whom  such  pro- 
ceeding is  contemplated  be  given  appropriate  notice  and  an  oppor- 
tunity to  present  his  views,  either  orally  or  in  writing,  with  regard 
to  such  contemplated  proceeding. 

IMMUNITY  AND  PRIVILEGE 

Sec.  514.  [884]  (a)  Whenever  a  witness  refuses,  on  the  basis  of 
his  privilege  against  self-incrimination,  to  testify  or  provide  other 
information  in  a  proceeding  before  a  court  or  grand  jury  of  the 
United  States,  involving  a  violation  of  this  title,  and  the  person 
presiding  over  the  proceeding  communicates  to  the  witness  an 
order  issued  under  this  section,  the  witness  may  not  refuse  to 
comply  with  the  order  on  the  basis  of  his  privilege  against  self-in- 
crimination. But  no  testimony  or  other  information  compelled 
under  the  order  issued  under  subsection  (b)  of  this  section  or  any 
information  obtained  by  the  exploitation  of  such  testimony  or  other 
information,  may  be  used  against  the  witness  in  any  criminal  case, 
including  any  criminal  case  brought  in  a  court  of  a  State,  except  a 
prosecution  for  perjury,  giving  a  false  statement,  or  otherwise  fail- 
ing to  comply  with  the  order. 

(b)  In  the  case  of  any  individual  who  has  been  or  may  be  called 
to  testify  or  provide  other  information  at  any  proceeding  before  a 
court  or  grand  jury  of  the  United  States,  the  United  States  district 
court  for  the  judicial  district  in  which  the  proceeding  is  or  may  be 
held  shall  issue,  upon  the  request  of  the  United  States  attorney  for 
such  district,  an  order  requiring  such  individual  to  give  any  testi- 
mony or  provide  any  other  information  which  he  refuses  to  give  or 
provide  on  the  basis  of  his  privilege  against  self-incrimination. 

(c)  A  United  States  attorney  may,  with  the  approval  of  the  Attor- 
ney General  or  the  Deputy  Attorney  General,  the  Associate  Attor- 
ney General,  or  any  Assistant  Attorney  General  designated  by  the 
Attorney  General,  request  an  order  under  subsection  (b)  when  in 
his  judgment — 

(1)  the  testimony  or  other  information  from  such  individual 
may  be  necessary  to  the  public  interest;  and 

(2)  such  individual  has  refused  or  is  likely  to  refuse  to  testify 
or  provide  other  information  on  the  basis  of  his  privilege 
against  self-incrimination. 

BURDEN  OF  PROOF;  LIABILITIES 

Sec.  515.  [885]  (a)(1)  It  shall  not  be  necessary  for  the  United 
States  to  negative  any  exemption  or  exception  set  forth  in  this  title 
in  any  complaint,  information,  indictment,  or  other  pleading  or  in 
any  trial,  hearing,  or  other  proceeding  under  this  title,  and  the 
burden  of  going  forward  with  the  evidence  with  respect  to  any  such 
exemption  or  exception  shall  be  upon  the  person  claiming  its  bene- 
fit. 
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(2)  In  the  case  of  a  person  charged  under  section  404(a)  with  the 
possession  of  a  controlled  substance,  any  label  identifying  such  sub- 
stance for  purposes  of  section  503(b)(2)  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  shall  be  admissible  in  evidence  and  shall  be 
prima  facie  evidence  that  such  substance  was  obtained  pursuant  to 
a  valid  prescription  from  a  practitioner  while  acting  in  the  course 
of  his  professional  practice. 

(b)  In  the  absence  of  proof  that  a  person  is  the  duly  authorized 
holder  of  an  appropriate  registration  or  order  form  issued  under 
this  title,  he  shall  be  presumed  not  to  be  the  holder  of  such  regis- 
tration or  form,  and  the  burden  of  going  forward  with  the  evidence 
with  respect  to  such  registration  or  form  shall  be  upon  him. 

(c)  The  burden  of  going  forward  with  the  evidence  to  establish 
that  a  vehicle,  vessel,  or  aircraft  used  in  connection  with  controlled 
substances  in  schedule  I  was  used  in  accordance  with  the  provi- 
sions of  this  title  shall  be  on  the  persons  engaged  in  such  use. 

(d)  Except  as  provided  in  sections  2234  and  2235  of  title  18, 
United  States  Code,  no  civil  or  criminal  liability  shall  be  imposed 
by  virtue  of  this  title  upon  any  duly  authorized  Federal  officer  law- 
fully engaged  in  the  enforcement  of  this  title,  or  upon  any  duly  au- 
thorized officer  of  any  State,  territory,  political  subdivision  thereof, 
the  District  of  Columbia,  or  any  possession  of  the  United  States, 
who  shall  be  lawfully  engaged  in  the  enforcement  of  any  law  or 
municipal  ordinance  relating  to  controlled  substances. 

PAYMENTS  AND  ADVANCES 

Sec.  516.  [886]  (a)  The  Attorney  General  is  authorized  to  pay 
any  person,  from  funds  appropriated  for  the  Drug  Enforcement  Ad- 
ministration, for  information  concerning  a  violation  of  this  title, 
such  sum  or  sums  of  money  as  he  may  deem  appropriate,  without 
reference  to  any  moieties  or  rewards  to  which  such  person  may 
otherwise  be  entitled  by  law. 

(b)  Moneys  expended  from  appropriations  of  the  Drug  Enforce- 
ment Administration  for  purchase  of  controlled  substances  and 
subsequently  recovered  shall  be  reimbursed  to  the  current  appro- 
priation for  the  Bureau. 

(c)  The  Attorney  General  is  authorized  to  direct  the  advance  of 
funds  by  the  Treasury  Department  in  connection  with  the  enforce- 
ment of  this  title. 

(d)  (1)  There  is  established  in  the  Treasury  a  trust  fund  to  be 
known  as  the  "Drug  Pollution  Fund"  (hereinafter  referred  to  in 
this  subsection  as  the  "Fund"),  consisting  of  amounts  appropriated 
or  credited  to  such  Fund  under  section  401(b)(6). 

(2)  There  are  hereby  appropriated  to  the  Fund  amounts  equiva- 
lent to  the  fines  imposed  under  section  401(b)(6). 

(3)  Amounts  in  the  Fund  shall  be  available,  as  provided  in  appro- 
priations Acts,  for  the  purpose  of  making  payments  in  accordance 
with  paragraph  (4)  for  the  clean  up  of  certain  pollution  resulting 
from  the  actions  referred  to  in  section  401(b)(6). 

(4)  (A)  The  Secretary  of  the  Treasury,  after  consultation  with  the 
Attorney  General,  shall  make  payments  under  paragraph  (3),  in 
such  amounts  as  the  Secretary  determines  appropriate,  to  the 
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heads  of  executive  agencies  or  departments  that  meet  the  require- 
ments of  subparagraph  (B). 

(B)  In  order  to  receive  a  payment  under  paragraph  (3),  the  head 
of  an  executive  agency  or  department  shall  submit  an  application 
in  such  form  and  containing  such  information  as  the  Secretary  of 
the  Treasury  shall  by  regulation  require.  Such  application  shall 
contain  a  description  of  the  fine  imposed  under  section  401(b)(6), 
the  circumstances  surrounding  the  imposition  of  such  fine,  and  the 
type  and  severity  of  pollution  that  resulted  from  the  actions  to 
which  such  fine  applies. 

(5)  For  purposes  of  subchapter  B  of  chapter  98  of  the  Internal 
Revenue  Code  of  1986,  the  Fund  established  under  this  paragraph 
shall  be  treated  in  the  same  manner  as  a  trust  fund  established 
under  subchapter  A  of  such  chapter. 

COORDINATION  AND  CONSOLIDATION  OF  POST-SEIZURE  ADMINISTRATION 

Sec.  517.  [887]  The  Attorney  General  and  the  Secretary  of  the 
Treasury  shall  take  such  action  as  may  be  necessary  to  develop  and 
maintain  a  joint  plan  to  coordinate  and  consolidate  post-seizure  ad- 
ministration of  property  seized  under  this  title,  title  III  or  provi- 
sions of  the  customs  laws  relating  to  controlled  substances. 

EXPEDITED  PROCEDURES  FOR  SEIZED  CONVEYANCES 

Sec.  518.  [888]  (a)(1)  The  owner  of  a  conveyance  may  petition 
the  Attorney  General  for  an  expedited  decision  with  respect  to  the 
conveyance,  if  the  conveyance  is  seized  for  a  drug-related  offense 
and  the  owner  has  filed  the  requisite  claim  and  cost  bond  in  the 
manner  provided  in  section  608  of  the  Tariff  Act  of  1930.  The  At- 
torney General  shall  make  a  determination  on  a  petition  under 
this  section  expeditiously,  including  a  determination  of  any  rights 
or  defenses  available  to  the  petitioner.  If  the  Attorney  General 
does  not  grant  or  deny  a  petition  under  this  section  within  20  days 
after  the  date  on  which  the  petition  is  filed,  the  conveyance  shall 
be  returned  to  the  owner  pending  further  forfeiture  proceedings. 

(2)  With  respect  to  a  petition  under  this  section,  the  Attorney 
General  may — 

(A)  deny  the  petition  and  retain  possession  of  the  convey- 
ance; 

(B)  grant  the  petition,  move  to  dismiss  the  forfeiture  action, 
if  filed,  and  promptly  release  the  conveyance  to  the  owner;  or 

(C)  advise  the  petitioner  that  there  is  not  adequate  informa- 
tion available  to  determine  the  petition  and  promptly  release 
the  conveyance  to  the  owner. 

(3)  Release  of  a  conveyance  under  subsection  (a)(1)  or  (a)(2)(C) 
does  not  affect  any  forfeiture  action  with  respect  to  the  convey- 
ance. 

(4)  The  Attorney  General  shall  prescribe  regulations  to  carry  out 
this  section. 

(b)  At  the  time  of  seizure,  the  officer  making  the  seizure  shall 
furnish  to  any  person  in  possession  of  the  conveyance  a  written 
notice  specifying  the  procedures  under  this  section.  At  the  earliest 
practicable  opportunity  after  determining  ownership  of  the  seized 
conveyance,  the  head  of  the  department  or  agency  that  seizes  the 
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conveyance  shall  furnish  a  written  notice  to  the  owner  and  other 
interested  parties  (including  lienholders)  of  the  legal  and  factual 
basis  of  the  seizure. 

(c)  Not  later  than  60  days  after  a  claim  and  cost  bond  have  been 
filed  under  section  608  of  the  Tariff  Act  of  1930  regarding  a  convey- 
ance seized  for  a  drug-related  offense,  the  Attorney  General  shall 
file  a  complaint  for  forfeiture  in  the  appropriate  district  court, 
except  that  the  court  may  extend  the  period  for  filing  for  good 
cause  shown  or  on  agreement  of  the  parties.  If  the  Attorney  Gener- 
al does  not  file  a  complaint  as  specified  in  the  preceding  sentence, 
the  court  shall  order  the  return  of  the  conveyance  to  the  owner 
and  the  forfeiture  may  not  take  place. 

(d)  Any  owner  of  a  conveyance  seized  for  a  drug-related  offense 
may  obtain  release  of  the  conveyance  by  providing  security  in  the 
form  of  a  bond  to  the  Attorney  General  in  an  amount  equal  to  the 
value  of  the  conveyance  unless  the  Attorney  General  determines 
the  conveyance  should  be  retained  (1)  as  contraband,  (2)  as  evi- 
dence of  a  violation  of  law,  or  (3)  because,  by  reason  of  design  or 
other  characteristic,  the  conveyance  is  particularly  suited  for  use 
in  illegal  activities. 

CONTROLLED  SUBSTANCES  PRODUCTION  CONTROL 

Sec.  519.  [889]  (a)  As  used  in  this  section: 

(1)  The  term  "controlled  substance"  has  the  same  meaning 
given  such  term  in  section  102(6)  of  the  Controlled  Substances 
Act  (21  U.S.C.  801(6)). 

(2)  The  term  "Secretary"  means  the  Secretary  of  Agricul- 
ture. 

(3)  The  term  "State"  means  each  of  the  fifty  States,  the  Dis- 
trict of  Columbia,  the  Commonwealth  of  Puerto  Rico,  Guam, 
the  Virgin  Islands  of  the  United  States,  American  Samoa,  the 
Commonwealth  of  the  Northern  Mariana  Islands,  or  the  Trust 
Territory  of  the  Pacific  Islands. 

(b)  Notwithstanding  any  other  provision  of  law,  following  the 
date  of  enactment  of  this  Act,  any  person  who  is  convicted  under 
Federal  or  State  law  of  planting,  cultivation,  growing,  producing, 
harvesting,  or  storing  a  controlled  substance  in  any  crop  year  shall 
be  ineligible  for — 

(1)  as  to  any  commodity  produced  during  that  crop  year,  and 
the  four  succeeding  crop  years,  by  such  person — 

(A)  any  price  support  or  payment  made  available  under 
the  Agricultural  Act  of  1949  (7  U.S.C.  1421  et  seq.),  the 
Commodity  Credit  Corporation  Charter  Act  (15  U.S.C.  714 
et  seq.),  or  any  other  Act; 

(B)  a  farm  storage  facility  loan  made  under  section  4(h) 
of  the  Commodity  Credit  Corporation  Charter  Act  (15 
U.S.C.  714b(h)); 

(C)  crop  insurance  under  the  Federal  Crop  Insurance  Act 
(7  U.S.C.  1501  et  seq.); 

(D)  a  disaster  payment  made  under  the  Agricultural  Act 
of  1949  (7  U.S.C.  1421  et  seq.);  or 
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(E)  a  loan  made,  insured  or  guaranteed  under  the  Con- 
solidated Farm  and  Rural  Development  Act  (7  U.S.C.  1921 
et  seq.)  or  any  other  provision  of  law  administered  by  the 
Farmers  Home  Administration;  or 
(2)  a  payment  made  under  section  4  or  5  of  the  Commodity 
Credit  Corporation  Charter  Act  (15  U.S.C.  714b  or  714c)  for  the 
storage  of  an  agricultural  commodity  that  is — 

(A)  produced  during  that  crop  year,  or  any  of  the  four 
succeeding  crop  years,  by  such  person;  and 

(B)  acquired  by  the  Commodity  Credit  Corporation. 

(c)  Not  later  than  180  days  after  the  date  of  enactment  of  this 
Act,  the  Secretary  shall  issue  such  regulations  as  the  Secretary  de- 
termines are  necessary  to  carry  out  this  section,  including  regula- 
tions that — 

(1)  define  the  term  "person"; 

(2)  govern  the  determination  of  persons  who  shall  be  ineligi- 
ble for  program  benefits  under  this  section;  and 

(3)  protect  the  interests  of  tenants  and  sharecroppers. 

Part  F — Advisory  Commission 

ESTABLISHMENT  OF  COMMISSION  ON  MARIHUANA  AND  DRUG  ABUSE 

Sec.  601.  [801n]  (a)  There  is  established  a  commission  to  be 
known  as  the  Commission  on  Marihuana  and  Drug  Abuse  (hereaf- 
ter in  this  section  referred  to  as  the  "Commission").  The  Commis- 
sion shall  be  composed  of — 

(1)  two  Members  of  the  Senate  appointed  by  the  President  of 
the  Senate; 

(2)  two  Members  of  the  House  of  Representatives  appointed 
by  the  Speaker  of  the  House  of  Representatives;  and 

(3)  nine  members  appointed  by  the  President  of  the  United 
States. 

At  no  time  shall  more  than  one  of  the  members  appointed  under 
paragraph  (1),  or  more  than  one  of  the  members  appointed  under 
paragraph  (2),  or  more  than  five  of  the  members  appointed  under 
paragraph  (3)  be  members  of  the  same  political  party. 

(b)  (1)  The  President  shall  designate  one  of  the  members  of  the 
Commission  as  Chairman,  and  one  as  Vice  Chairman.  Seven  mem- 
bers of  the  Commission  shall  constitute  a  quorum,  but  a  lesser 
number  may  conduct  hearings. 

(2)  Members  of  the  Commission  who  are  Members  of  Congress  or 
full-time  officers  or  employees  of  the  United  States  shall  serve 
without  additional  compensation  but  shall  be  reimbursed  for 
travel,  subsistence,  and  other  necessary  expenses  incurred  in  the 
performance  of  the  duties  vested  in  the  Commission.  Members  of 
the  Commission  from  private  life  shall  receive  $100  per  diem  while 
engaged  in  the  actual  performance  of  the  duties  vested  in  the  Com- 
mission, plus  reimbursement  for  travel,  subsistence,  and  other  nec- 
essary expenses  incurred  in  the  performance  of  such  duties. 

(3)  The  Commission  shall  meet  at  the  call  of  the  Chairman  or  at 
the  call  of  a  majority  of  the  members  thereof. 

(c)  (1)  The  Commission  shall  have  the  power  to  appoint  and  fix 
the  compensation  of  such  personnel  as  it  deems  advisable,  without 
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regard  to  the  provisions  of  title  5,  United  States  Code,  governing 
appointments  in  the  competitive  service,  and  the  provisions  of 
chapter  51  and  subchapter  III  of  chapter  53  of  such  title,  relating 
to  classification  and  General  Schedule  pay  rates. 

(2)  The  Commission  may  procure,  in  accordance  with  the  provi- 
sions of  section  3109  of  title  5,  United  States  Code,  the  temporary 
or  intermittent  services  of  experts  or  consultants.  Persons  so  em- 
ployed shall  receive  compensation  at  a  rate  to  be  fixed  by  the  Com- 
mission, but  not  in  excess  of  $75  per  diem,  including  travel  time. 
While  away  from  his  home  or  regular  place  of  business  in  the  per- 
formance of  services  for  the  Commission,  any  such  person  may  be 
allowed  travel  expenses,  including  per  diem  in  lieu  of  subsistence, 
as  authorized  by  section  5703(b)  of  title  5,  United  States  Code,  for 
persons  in  the  Government  service  employed  intermittently. 

(3)  The  Commission  may  secure  directly  from  any  department  or 
agency  of  the  United  States  information  necessary  to  enable  it  to 
carry  out  its  duties  under  this  section.  Upon  request  of  the  Chair- 
man of  the  Commission,  such  department  or  agency  shall  furnish 
such  information  to  the  Commission. 

(d)  (1)  The  Commission  shall  conduct  a  study  of  marihuana  includ- 
ing, but  not  limited  to,  the  following  areas: 

(A)  the  extent  of  use  of  marihuana  in  the  United  States  to 
include  its  various  sources,  the  number  of  users,  number  of  ar- 
rests, number  of  convictions,  amount  of  marihuana  seized,  type 
of  user,  nature  of  use; 

(B)  an  evaluation  of  the  efficacy  of  existing  marihuana  laws; 

(C)  a  study  of  the  pharmacology  of  marihuana  and  its  imme- 
diate and  long-term  effects,  both  physiological  and  psychologi- 
cal; 

(D)  the  relationship  of  marihuana  use  to  aggressive  behavior 
and  crime; 

(E)  the  relationship  between  marihuana  and  the  use  of  other 
drugs;  and 

(F)  the  international  control  of  marihuana. 

(2)  Within  one  year  after  the  date  on  which  funds  first  become 
available  to  carry  out  this  section,  the  Commission  shall  submit  to 
the  President  and  the  Congress  a  comprehensive  report  on  its 
study  and  investigation  under  this  subsection  which  shall  include 
its  recommendations  and  such  proposals  for  legislation  and  admin- 
istrative action  as  may  be  necessary  to  carry  out  its  recommenda- 
tions. 

(e)  The  Commission  shall  conduct  a  comprehensive  study  and  in- 
vestigation of  the  causes  of  drug  abuse  and  their  relative  signifi- 
cance. The  Commission  shall  submit  to  the  President  and  the  Con- 
gress such  interim  reports  as  it  deems  advisable  and  shall  within 
two  years  after  the  date  on  which  funds  first  become  available  to 
carry  out  this  section  submit  to  the  President  and  the  Congress  a 
final  report  which  shall  contain  a  detailed  statement  of  its  findings 
and  conclusions  and  also  such  recommendations  for  legislation  and 
administrative  actions  as  it  deems  appropriate.  The  Commission 
shall  cease  to  exist  sixty  days  after  the  final  report  is  submitted 
under  this  subsection. 
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(f)  Total  expenditures  of  the  Commission  shall  not  exceed 
$1,000,000. 

Part  G — Conforming,  Transitional  and  Effective  Date,  and 
General  Provisions 

repeals  and  conforming  amendments 

Sec.  701.  (a)  Sections  201(v),  301(q),  and  511  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C.  321(v),  331(q),  360(a))  are  re- 
pealed. 

(b)  Subsections  (a)  and  (b)  of  section  303  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C.  333)  are  amended  to  read  as  fol- 
lows: 

"Sec.  303.  (a)  Any  person  who  violates  a  provision  of  section  301 
shall  be  imprisoned  for  not  more  than  one  year  or  fined  not  more 
than  $1,000,  or  both. 

"(b)  Notwithstanding  the  provisions  of  subsection  (a)  of  this  sec- 
tion, if  any  person  commits  such  a  violation  after  a  conviction  of 
him  under  this  section  has  become  final,  or  commits  such  a  viola- 
tion with  the  intent  to  defraud  or  mislead,  such  person  shall  be  im- 
prisoned for  not  more  than  three  years  or  fined  not  more  than 
$10,000  or  both." 

(c)  Section  304(a)(2)  of  the  Federal  Food,  Drug,  and  Cosmetic  Act 
(21  U.S.C.  334(a)(2))  is  amended  (1)  by  striking  out  clauses  (A)  and 
(D),  (2)  by  striking  out  "of  such  depressant  or  stimulant  drug  or"  in 
clause  (C),  (3)  by  adding  "and"  after  the  comma  at  the  end  of  clause 
(C),  and  (4)  by  redesignating  clauses  (B),  (C),  and  (E)  as  clauses  (A), 
(B),  and  (C),  respectively. 

(d)  Section  304(d)(3)(iii)  of  the  Federal  Food,  Drug,  and  Cosmetic 
Act  (21  U.S.C.  334(d)(3)(iii))  is  amended  by  striking  out  "depressant 
or  stimulant  drugs  or". 

(e)  Section  510  of  the  Federal  Food,  Drug,  and  Cosmetic  Act  (21 
U.S.C.  360)  is  amended  (1)  in  subsection  (a)  by  striking  out  para- 
graph (2),  by  inserting  "and"  at  the  end  of  paragraph  (1),  and  by 
redesignating  paragraph  (3)  as  paragraph  (2);  (2)  by  striking  out  "or 
in  the  wholesaling,  jobbing,  or  distributing  of  any  depressant  or 
stimulant  drug"  in  the  first  sentence  of  subsection  (b);  (3)  by  strik- 
ing out  the  last  sentence  of  subsection  (b);  (4)  by  striking  out  "or  in 
the  wholesaling,  jobbing,  or  distributing  of  any  depressant  or  stim- 
ulant drug"  in  the  first  sentence  of  subsection  (c);  (5)  by  striking 
out  the  last  sentence  of  subsection  (c);  (6)  by  striking  out  "(1)"  in 
subsection  (d)  and  by  inserting  a  period  after  "drug  or  drugs"  in 
that  subsection  and  deleting  the  remainder  of  that  subsection;  and 
(7)  by  striking  out  "and  certain  wholesalers"  in  the  section  head- 
ing. 

(f)  Section  702  of  the  Federal  Food,  Drug,  and  Cosmetic  Act  (21 
U.S.C.  372)  is  amended  by  striking  out  "to  depressant  or  stimulant 
drugs  or"  in  subsection  (e). 

(g)  Section  201(a)(2)  of  the  Federal  Food,  Drug,  and  Cosmetic  Act 
(21  U.S.C.  321(a)(2))  is  amended  by  inserting  a  period  after  "Canal 
Zone"  the  first  time  these  words  appear  and  deleting  all  thereafter 
in  such  section  201(a)(2). 
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(h)  The  last  sentence  of  section  801(a)  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  (21  U.S.C.  381(a))  is  amended  (1)  by  striking  out 
"This  paragraph"  and  inserting  in  lieu  thereof  "Clause  (2)  of  the 
third  sentence  of  this  paragraph,",  and  (2)  by  striking  out  "section 
2  of  the  Act  of  May  26,  1922,  as  amended  (U.S.C.  1934,  edition,  title 
21,  sec.  173)"  and  inserting  in  lieu  thereof  "the  Controlled  Sub- 
stances Import  and  Export  Act". 

(i)  (l)  Section  1114  of  title  18,  United  States  Code,  is  amended  by 
striking  out  "the  Bureau  of  Narcotics"  and  inserting  in  lieu  thereof 
"the  Bureau  of  Narcotics  and  Dangerous  Drugs". 

(2)  Section  1952  of  such  title  is  amended — 

(A)  by  inserting  in  subsection  (b)(1)  "or  controlled  substances 
(as  defined  in  section  102(6)  of  the  Controlled  Substances  Act)" 
immediately  following  "narcotics";  and 

(B)  by  striking  out  "or  narcotics"  in  subsection  (c). 

(j)  Subsection  (a)  of  section  302  of  the  Public  Health  Service  Act 
(42  U.S.C.  242(a))  is  amended  to  read  as  follows: 

"Sec.  302.  (a)  In  carrying  out  the  purposes  of  section  301  with  re- 
spect to  drugs  the  use  or  misuse  of  which  might  result  in  drug 
abuse  or  dependency,  the  studies  and  investigations  authorized 
therein  shall  include  the  use  and  misuse  of  narcotic  drugs  and 
other  drugs.  Such  studies  and  investigations  shall  further  include 
the  quantities  of  crude  opium,  coca  leaves,  and  their  salts,  deriva- 
tives, and  preparations,  and  other  drugs  subject  to  control  under 
the  Controlled  Substances  Act  and  Controlled  Substances  Import 
and  Export  Act,  together  with  reserves  thereof,  necessary  to  supply 
the  normal  and  emergency  medicinal  and  scientific  requirements 
of  the  United  States.  The  results  of  studies  and  investigations  of 
the  quantities  of  narcotic  drugs  or  other  drugs  subject  to  control 
under  such  Acts,  together  with  reserves  of  such  drugs,  that  are  nec- 
essary to  supply  the  normal  and  emergency  medicinal  and  scientif- 
ic requirements  of  the  United  States,  shall  be  reported  not  later 
than  the  first  day  of  April  of  each  year  to  the  Attorney  General,  to 
be  used  at  his  discretion  in  determining  manufacturing  quotas  or 
importation  requirements  under  such  Acts." 

PENDING  PROCEEDINGS 

Sec.  702.  [321n]  (a)  Prosecutions  for  any  violation  of  law  occur- 
ring prior  to  the  effective  date  of  section  701  shall  not  be  affected 
by  the  repeals  or  amendments  made  by  such  section,  or  abated  by 
reason  thereof. 

(b)  Civil  seizures  or  forfeitures  and  injunctive  proceedings  com- 
menced prior  to  the  effective  date  of  section  701  shall  not  be  affect- 
ed by  the  repeals  or  amendments  made  by  such  section,  or  abated 
by  reason  thereof. 

(c)  All  administrative  proceedings  pending  before  the  Bureau  of 
Narcotics  and  Dangerous  Drugs  on  the  date  of  enactment  of  this 
Act  shall  be  continued  and  brought  to  final  determination  in 
accord  with  laws  and  regulations  in  effect  prior  to  such  date  of  en- 
actment. Where  a  drug  is  finally  determined  under  such  proceed- 
ings to  be  a  depressant  or  stimulant  drug,  as  defined  in  section 
201(v)  of  the  Federal  Food,  Drug,  and  Cosmetic  Act,  such  drug  shall 
automatically  be  controlled  under  this  title  by  the  Attorney  Gener- 
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al  without  further  proceedings  and  listed  in  the  appropriate  sched- 
ule after  he  has  obtained  the  recommendation  of  the  Secretary. 
Any  drug  with  respect  to  which  such  a  final  determination  has 
been  made  prior  to  the  date  of  enactment  of  this  Act  which  is  not 
listed  in  section  202  within  schedules  I  through  V  shall  automati- 
cally be  controlled  under  this  title  by  the  Attorney  General  with- 
out further  proceedings,  and  be  listed  in  the  appropriate  schedule, 
after  he  has  obtained  the  recommendations  of  the  Secretary. 

(d)  Notwithstanding  subsection  (a)  of  this  section  or  section  1103, 
section  4202  of  title  18,  United  States  Code,  shall  apply  to  any  indi- 
vidual convicted  under  any  of  the  laws  repealed  by  this  title  or 
title  III  without  regard  to  the  terms  of  any  sentence  imposed  on 
such  individual  under  such  law. 

PROVISIONAL  REGISTRATION 

Sec.  703.  [822n]  (a)(1)  Any  person  who— 

(A)  is  engaged  in  manufacturing,  distributing,  or  dispensing 
any  controlled  substance  on  the  day  before  the  effective  date  of 
section  302,  and 

(B)  is  registered  on  such  day  under  section  510  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act  or  under  section  4722  of  the  In- 
ternal Revenue  Code  of  1954, 

shall,  with  respect  to  each  establishment  for  which  such  registra- 
tion is  in  effect  under  any  such  section,  be  deemed  to  have  a  provi- 
sional registration  under  section  303  for  the  manufacture,  distribu- 
tion, or  dispensing  (as  the  case  may  be)  of  controlled  substances. 

(2)  During  the  period  his  provisional  registration  is  in  effect 
under  this  section,  the  registration  number  assigned  such  person 
under  such  section  510  or  under  such  section  4722  (as  the  case  may 
be)  shall  be  his  registration  number  for  purposes  of  section  303  of 
this  title. 

(b)  The  provisions  of  section  304,  relating  to  suspension  and  revo- 
cation of  registration,  shall  apply  to  a  provisional  registration 
under  this  section. 

(c)  Unless  sooner  suspended  or  revoked  under  subsection  (b),  a 
provisional  registration  of  a  person  under  subsection  (a)(1)  of  this 
section  shall  be  in  effect  until — 

(1)  the  date  on  which  such  person  has  registered  with  the  At- 
torney General  under  section  303  or  has  had  his  registration 
denied  under  such  section,  or 

(2)  such  date  as  may  be  prescribed  by  the  Attorney  General 
for  registration  of  manufacturers,  distributors,  or  dispensers, 
as  the  case  may  be, 

whichever  occurs  first. 

EFFECTIVE  DATES  AND  OTHER  TRANSITIONAL  PROVISIONS 

Sec.  704.  [801n]  (a)  Except  as  otherwise  provided  in  this  section, 
this  title  shall  become  effective  on  the  first  day  of  the  seventh  cal- 
endar month  that  begins  after  the  day  immediately  preceding  the 
date  of  enactment. 

(b)  Parts  A,  B,  E,  and  F  of  this  title,  section  702,  this  section,  and 
sections  705  through  709,  shall  become  effective  upon  enactment. 
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(c)  Sections  305  (relating  to  labels  and  labeling),  and  306  (relating 
to  manufacturing  quotas)  shall  become  effective  on  the  date  speci- 
fied in  subsection  (a)  of  this  section,  except  that  the  Attorney  Gen- 
eral may  by  order  published  in  the  Federal  Register  postpone  the 
effective  date  of  either  or  both  of  these  sections  for  such  period  as 
he  may  determine  to  be  necessary  for  the  efficient  administration 
of  this  title. 

CONTINUATION  OF  REGULATIONS 

Sec.  705.  [801n]  Any  orders,  rules,  and  regulations  which  have 
been  promulgated  under  any  law  affected  by  this  title  and  which 
are  in  effect  on  the  day  preceding  enactment  of  this  title  shall  con- 
tinue in  effect  until  modified,  superseded,  or  repealed. 

SEVERABILITY 

Sec.  706.  [901]  If  a  provision  of  this  Act  is  held  invalid,  all  valid 
provisions  that  are  severable  shall  remain  in  effect.  If  a  provision 
of  this  Act  is  held  invalid  in  one  or  more  of  its  applications,  the 
provision  shall  remain  in  effect  in  all  its  valid  applications  that  are 
severable. 

SAVING  PROVISION 

Sec.  707.  [902]  Nothing  in  this  Act,  except  this  part  and,  to  the 
extent  of  any  inconsistency,  sections  307(e)  and  309  of  this  title, 
shall  be  construed  as  in  any  way  affecting,  modifying,  repealing,  or 
superseding  the  provisions  of  the  Federal  Food,  Drug,  and  Cosmetic 
Act. 

APPLICATION  OF  STATE  LAW 

Sec.  708.  [903 J  No  provision  of  this  title  shall  be  construed  as 
indicating  an  intent  on  the  part  of  the  Congress  to  occupy  the  field 
in  which  that  provision  operates,  including  criminal  penalties,  to 
the  exclusion  of  any  State  law  on  the  same  subject  matter  which 
would  otherwise  be  within  the  authority  of  the  State,  unless  there 
is  a  positive  conflict  between  that  provision  of  this  title  and  that 
State  law  so  that  the  two  cannot  consistently  stand  together. 

PAYMENT  OF  TORT  CLAIMS 

Sec.  709.  [904]  Notwithstanding  section  2680(k)  of  title  28, 
United  States  Code,  the  Attorney  General,  in  carrying  out  the 
functions  of  the  Department  of  Justice  under  this  title,  is  author- 
ized to  pay  tort  claims  in  the  manner  authorized  by  section  2672  of 
title  28,  United  States  Code,  when  such  claims  arise  in  a  foreign 
country  in  connection  with  the  operations  of  the  Drug  Enforcement 
Administration  abroad. 
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SHORT  TITLE 

Sec.  1000..  [951n]  This  title  may  be  cited  as  the  "Controlled  Sub- 
stances Import  and  Export  Act". 

Part  A — Importation  and  Exportation 

DEFINITIONS 

Sec.  1001.  [951]  (a)  For  purposes  of  this  part — 

(1)  The  term  "import"  means,  with  respect  to  any  article, 
any  bringing  in  or  introduction  of  such  article  into  any  area 
(whether  or  not  such  bringing  in  or  introduction  constitutes  an 
importation  within  the  meaning  of  the  tariff  laws  of  the 
United  States). 

(2)  The  term  "customs  territory  of  the  United  States"  has 
the  meaning  assigned  to  such  term  by  general  note  2  of  the 
Harmonized  Tariff  Schedule  of  the  United  States  (19  U.S.C. 
1202). 

(b)  Each  term  defined  in  section  102  of  title  II  shall  have  the 
same  meaning  for  purposes  of  this  title  as  such  term  has  for  pur- 
poses of  title  II. 

IMPORTATION  OF  CONTROLLED  SUBSTANCES 

Sec.  1002.  [952]  (a)  It  shall  be  unlawful  to  import  into  the  cus- 
toms territory  of  the  United  States  from  any  place  outside  thereof 
(but  within  the  United  States),  or  to  import  into  the  United  States 
from  any  place  outside  thereof,  any  controlled  substance  in  sched- 
ule I  or  II  of  title  II,  or  any  narcotic  drug  in  schedule  III,  IV,  or  V 
of  title  II,  except  that — 

(1)  such  amounts  of  crude  opium  poppy  straw,  concentrate  of 
poppy  straw,  and  coca  leaves  as  the  Attorney  General  finds  to 
be  necessary  to  provide  for  medical,  scientific,  or  other  legiti- 
mate purposes,  and 

(2)  such  amounts  of  any  controlled  substance  in  schedule  I  or 
II  or  any  narcotic  drug  in  schedule  III,  IV,  or  V  that  the  Attor- 
ney General  finds  to  be  necessary  to  provide  for  the  medical, 
scientific,  or  other  legitimate  needs  of  the  United  States — 

(A)  during  an  emergency  in  which  domestic  supplies  of 
such  substance  or  drug  are  found  by  the  Attorney  General 
to  be  inadequate, 

(B)  in  any  case  in  which  the  Attorney  General  finds  that 
competition  among  domestic  manufacturers  of  the  con- 
trolled substance  is  inadequate  and  will  not  be  rendered 

305 


Sec.  1003    CONTROLLED  SUBSTANCES  IMPORT  AND  EXPORT  ACT 


306 


adequate  by  the  registration  of  additional  manufacturers 
under  section  303,  or 

(C)  in  any  case  in  which  the  Attorney  General  finds  that 
such  controlled  substance  is  in  limited  quantities  exclu- 
sively for  scientific,  analytical,  or  research  uses, 
may  be  so  imported  under  such  regulations  as  the  Attorney  Gener- 
al shall  prescribe.  No  crude  opium  may  be  so  imported  for  the  pur- 
pose of  manufacturing  heroin  or  smoking  opium. 

(b)  It  shall  be  unlawful  to  import  into  the  customs  territory  of 
the  United  States  from  any  place  outside  thereof  (but  within  the 
United  States),  or  to  import  into  the  United  States  from  any  place 
outside  thereof,  any  nonnarcotic  controlled  substance  in  schedule 
III,  IV,  or  V,  unless  such  nonnarcotic  controlled  substance — 

(1)  is  imported  for  medical,  scientific  or  other  legitimate 
uses,  and 

(2)  is  imported  pursuant  to  such  notification  or  declaration, 
or  in  the  case  of  any  nonnarcotic  controlled  substance  in  sched- 
ule III,  such  import  permit,  notification,  or  declaration,  as  the 
Attorney  General  may  by  regulation  prescribe,  except  that  if  a 
nonnarcotic  control  substance  in  schedule  IV  or  V  is  also  listed 
in  schedule  I  or  II  of  the  Convention  on  Psychotropic  Sub- 
stances it  shall  be  imported  pursuant  to  such  import  permit  re- 
quirements, prescribed  by  regulation  of  the  Attorney  General, 
as  are  required  by  the  Convention. 

(c)  In  addition  to  the  amount  of  coca  leaves  authorized  to  be  im- 
ported into  the  United  States  under  subsection  (a),  the  Attorney 
General  may  permit  the  importation  of  additional  amounts  of  coca 
leaves.  All  cocaine  and  ecgonine  (and  all  salts,  derivatives,  and 
preparations  from  which  cocaine  or  ecgonine  may  be  synthesized  or 
made)  contained  in  such  additional  amounts  of  coca  leaves  import- 
ed under  this  subsection  shall  be  destroyed  under  the  supervision 
of  an  authorized  representative  of  the  Attorney  General. 

EXPORTATION  OF  CONTROLLED  SUBSTANCES 

Sec.  1003.  [953]  (a)  It  shall  be  unlawful  to  export  from  the 
United  States  any  narcotic  drug  in  schedule  I,  II,  III,  or  IV 
unless — 

(1)  it  is  exported  to  a  country  which  is  a  party  to — 

(A)  the  International  Opium  Convention  of  1912  for  the 
Suppression  of  the  Abuses  of  Opium,  Morphine,  Cocaine, 
and  Derivative  Drugs,  or  to  the  International  Opium  Con- 
vention signed  at  Geneva  on  February  19,  1925;  or 

(B)  the  Convention  for  Limiting  the  Manufacture  and 
Regulating  the  Distribution  of  Narcotic  Drugs  concluded  at 
Geneva,  July  13,  1931,  as  amended  by  the  protocol  signed 
at  Lake  Success  on  December  11,  1946,  and  the  protocol 
bringing  under  international  control  drugs  outside  the 
scope  of  the  convention  of  July  13,  1931,  for  limiting  the 
manufacture  and  regulating  the  distribution  of  narcotic 
drugs  (as  amended  by  the  protocol  signed  at  Lake  Success 
on  December  11,  1946),  signed  at  Paris,  November  19,  1948; 
or 
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(C)  the  Single  Convention  on  Narcotic  Drugs,  1961, 
signed  at  New  York,  March  30,  1961; 

(2)  such  country  has  instituted  and  maintains,  in  conformity 
with  the  conventions  to  which  it  is  a  party,  a  system  for  the 
control  of  imports  of  narcotic  drugs  which  the  Attorney  Gener- 
al deems  adequate; 

(3)  the  narcotic  drug  is  consigned  to  a  holder  of  such  permits 
or  licenses  as  may  be  required  under  the  laws  of  the  country  of 
import,  and  a  permit  or  license  to  import  such  drug  has  been 
issued  by  the  country  of  import; 

(4)  substantial  evidence  is  furnished  to  the  Attorney  General 
by  the  exporter  that  (A)  the  narcotic  drug  is  to  be  applied  ex- 
clusively to  medical  or  scientific  uses  within  the  country  of 
import,  and  (B)  there  is  an  actual  need  for  the  narcotic  drug 
for  medical  or  scientific  uses  within  such  country;  and 

(5)  a  permit  to  export  the  narcotic  drug  in  each  instance  has 
been  issued  by  the  Attorney  General. 

(b)  Notwithstanding  subsection  (a),  the  Attorney  General  may  au- 
thorize any  narcotic  drug  (including  crude  opium  and  coca  leaves) 
in  schedule  I,  II,  III,  or  IV  to  be  exported  from  the  United  States  to 
a  country  which  is  a  party  to  any  of  the  international  instruments 
mentioned  in  subsection  (a)  if  the  particular  drug  is  to  be  applied 
to  a  special  scientific  purpose  in  the  country  of  destination  and  the 
authorities  of  such  country  will  permit  the  importation  of  the  par- 
ticular drug  for  such  purpose. 

(c)  It  shall  be  unlawful  to  export  from  the  United  States  any  non- 
narcotic controlled  substance  in  schedule  I  or  II  unless — 

(1)  it  is  exported  to  a  country  which  has  instituted  and  main- 
tains a  system  which  the  Attorney  General  deems  adequate  for 
the  control  of  imports  of  such  substances; 

(2)  the  controlled  substance  is  consigned  to  a  holder  of  such 
permits  or  licenses  as  may  be  required  under  the  laws  of  the 
country  of  import; 

(3)  substantial  evidence  is  furnished  to  the  Attorney  General 
that  (A)  the  controlled  substance  is  to  be  applied  exclusively  to 
medical,  scientific,  or  other  legitimate  uses  within  the  country 
to  which  exported,  (B)  it  will  not  be  exported  from  such  coun- 
try, and  (C)  there  is  an  actual  need  for  the  controlled  substance 
for  medical,  scientific,  or  other  legitimate  uses  within  the  coun- 
try; and 

(4)  a  permit  to  export  the  controlled  substance  in  each  in- 
stance has  been  issued  by  the  Attorney  General. 

(d)  Notwithstanding  subsection  (c),  the  Attorney  General  may  au- 
thorize any  nonnarcotic  controlled  substance  in  schedule  I  or  II  to 
be  exported  from  the  United  States  if  the  particular  substance  is  to 
be  applied  to  a  special  scientific  purpose  in  the  country  of  destina- 
tion and  the  authorities  of  such  country  will  permit  the  importa- 
tion of  the  particular  drug  for  such  purpose. 

(e)  It  shall  be  unlawful  to  export  from  the  United  States  to  any 
other  country  any  nonnarcotic  controlled  substances  in  schedule  III 
or  IV  or  any  controlled  substances  in  schedule  V  unless — 

(1)  there  is  furnished  (before  export)  to  the  Attorney  General 
documentary  proof  that  importation  is  not  contrary  to  the  laws 
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or  regulations  of  the  country  of  destination  for  consumption 
for  medical,  scientific,  or  other  legitimate  purposes; 

(2)  it  is  exported  pursuant  to  such  notification  or  declaration, 
or  in  the  case  of  any  nonnarcotic  controlled  substance  in  sched- 
ule III,  such  export  permit,  notification,  or  declaration  as  the 
Attorney  General  may  by  regulation  prescribe;  and 

(3)  in  the  case  of  a  nonnarcotic  controlled  substance  in  sched- 
ule IV  or  V  which  is  also  listed  in  schedule  I  or  II  of  the  Con- 
vention on  Psychotropic  Substances,  it  is  exported  pursuant  to 
such  export  permit  requirements,  prescribed  by  regulation  of 
the  Attorney  General,  as  are  required  by  the  Convention. 

TRANSSHIPMENT  AND  IN-TRANSIT  SHIPMENT  OF  CONTROLLED 
SUBSTANCES 

Sec.  1004.  [954]  Notwithstanding  sections  1002,  1003,  and 
1007— 

(1)  A  controlled  substance  in  schedule  I  may — 

(A)  be  imported  into  the  United  States  for  transship- 
ment to  another  country,  or 

(B)  be  transferred  or  transshipped  from  one  vessel,  vehi- 
cle, or  aircraft  to  another  vessel,  vehicle,  or  aircraft  within 
the  United  States  for  immediate  exportation, 

if  and  only  if  it  is  so  imported,  transferred,  or  transshipped  (i) 
for  scientific,  medical,  or  other  legitimate  purposes  in  the  coun- 
try of  destination,  and  (ii)  with  the  prior  written  approval  of 
the  Attorney  General  (which  shall  be  granted  or  denied  within 
21  days  of  the  request). 

(2)  A  controlled  substance  in  schedule  II,  III,  or  IV  may  be  so 
imported,  transferred,  or  transshipped  if  and  only  if  advance 
notice  is  given  to  the  Attorney  General  in  accordance  with  reg- 
ulations of  the  Attorney  General. 

POSSESSION  ON  BOARD  VESSELS,  ETC.,  ARRIVING  IN  OR  DEPARTING  FROM 

UNITED  STATES 

Sec.  1005.  [955]  It  shall  be  unlawful  for  any  person  to  bring  or 
possess  on  board  any  vessel  or  aircraft,  or  on  board  any  vehicle  of  a 
carrier,  arriving  in  or  departing  from  the  United  States  or  the  cus- 
toms territory  of  the  United  States,  a  controlled  substance  in 
schedule  I  or  II  or  a  narcotic  drug  in  schedule  III  or  IV,  unless  such 
substance  or  drug  is  a  part  of  the  cargo  entered  in  the  manifest  or 
part  of  the  official  supplies  of  the  vessel,  aircraft,  or  vehicle. 

EXEMPTION  AUTHORITY 

Sec.  1006.  [956]  (a)  The  Attorney  General  may  by  regulation 
exempt  from  sections  1002  (a)  and  (b),  1003,  1004,  and  1005  any  in- 
dividual who  has  a  controlled  substance  (except  a  substance  in 
schedule  I)  in  his  possession  for  his  personal  medical  use,  or  for  ad- 
ministration to  an  animal  accompanying  him,  if  the  lawfully  ob- 
tained such  substance  and  he  makes  such  declaration  (or  gives  such 
other  notification)  as  the  Attorney  General  may  by  regulation  re- 
quire. 


309 


CONTROLLED  SUBSTANCES  IMPORT  AND  EXPORT  ACT    Sec.  1008 


(b)  The  Attorney  General  may  by  regulation  except  any  com- 
pound, mixture,  or  preparation  containing  any  depressant  or  stim- 
ulant substance  listed  in  paragraph  (a)  or  (b)  of  schedule  III  or  in 
schedule  IV  or  V  from  the  application  of  all  or  any  part  of  this  title 
if  (1)  the  compound,  mixture,  or  preparation  contains  one  or  more 
active  medicinal  ingredients  not  having  a  depressant  or  stimulant 
effect  on  the  central  nervous  system,  and  (2)  such  ingredients  are 
included  therein  in  such  combinations,  quantity,  proportion,  or  con- 
centration as  to  vitiate  the  potential  for  abuse  of  the  substances 
which  do  have  a  depressant  or  stimulant  effect  on  the  central  nerv- 
ous system. 

PERSONS  REQUIRED  TO  REGISTER 

Sec.  1007.  [957]  (a)  No  person  may- 
CD  import  into  the  customs  territory  of  the  United  States 
from  any  place  outside  thereof  (but  within  the  United  States), 
or  import  into  the  United  States  from  any  place  outside  there- 
of, any  controlled  substance,  or 

(2)  export  from  the  United  States  any  controlled  substance  in 
schedule  I,  II,  III,  or  IV, 
unless  there  is  in  effect  with  respect  to  such  person  a  registration 
issued  by  the  Attorney  General  under  section  1008,  or  unless  such 
person  is  exempt  from  registration  under  subsection  (b). 

(b)(1)  The  following  persons  shall  not  be  required  to  register 
under  the  provisions  of  this  section  and  may  lawfully  possess  a  con- 
trolled substance: 

(A)  An  agent  or  an  employee  of  any  importer  or  exporter 
registered  under  section  1008  if  such  agent  or  employee  is 
acting  in  the  usual  course  of  his  business  or  employment. 

(B)  A  common  or  contract  carrier  or  warehouseman,  or  an 
employee  thereof,  whose  possession  of  any  controlled  substance 
is  in  the  usual  course  of  his  business  or  employment. 

(C)  An  ultimate  user  who  possesses  such  substance  for  a  pur- 
pose specified  in  section  102(25)  and  in  conformity  with  an  ex- 
emption granted  under  section  1006(a). 

(2)  The  Attorney  General  may,  by  regulation,  waive  the  require- 
ment for  registration  of  certain  importers  and  exporters  if  he  finds 
it  consistent  with  the  public  health  and  safety;  and  may  authorize 
any  such  importer  or  exporter  to  possess  controlled  substances  for 
purposes  of  importation  and  exportation. 

REGISTRATION  REQUIREMENTS 

Sec.  1008.  [958]  (a)  The  Attorney  General  shall  register  an  ap- 
plicant to  import  or  export  a  controlled  substance  in  schedule  I  or 
II  if  he  determines  that  such  registration  is  consistent  with  the 
public  interest  and  with  United  States  obligations  under  interna- 
tional treaties,  conventions,  or  protocols  in  effect  on  the  effective 
date  of  this  section.  In  determining  the  public  interest,  the  factors 
enumerated  in  paragraph  (1)  through  (6)  of  section  303(a)  shall  be 
considered. 

(b)  Registration  granted  under  this  section  shall  not  entitle  a  reg- 
istrant to  import  or  export  controlled  substances  other  than  speci- 
fied in  the  registration. 
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(c)  The  Attorney  General  shall  register  an  applicant  to  import  a 
controlled  substance  in  schedule  III,  IV,  or  V  or  to  export  a  con- 
trolled substance  in  schedule  III  or  IV,  unless  he  determines  that 
the  issuance  of  such  registration  is  inconsistent  with  the  public  in- 
terest. In  determining  the  public  interest,  the  factors  enumerated 
in  paragraphs  (1)  through  (6)  of  section  303(d)  shall  be  considered. 

(d)  (1)  The  Attorney  General  may  deny  an  application  for  registra- 
tion under  subsection  (a)  if  he  is  unable  to  determine  that  such  reg- 
istration is  consistent  with  the  public  interest  (as  defined  in  subsec- 
tion (a))  and  with  the  United  States  obligations  under  international 
treaties,  conventions,  or  protocols  in  effect  on  the  effective  date  of 
this  part. 

(2)  The  Attorney  General  may  deny  an  application  for  registra- 
tion under  subsection  (c),  or  revoke  or  suspend  a  registration  under 
subsection  (a)  or  (c),  if  he  determines  that  such  registration  is  in- 
consistent with  the  public  interest  (as  defined  in  subsection  (a)  or 
(c))  or  with  the  United  States  obligations  under  international  trea- 
ties, conventions,  or  protocols  in  effect  on  the  effective  date  of  this 
part. 

(3)  The  Attorney  General  may  limit  the  revocation  or  suspension 
of  a  registration  to  the  particular  controlled  substance,  or  sub- 
stances, with  respect  to  which  grounds  for  revocation  or  suspension 
exist. 

(4)  Before  taking  action  pursuant  to  this  subsection,  the  Attorney 
General  shall  serve  upon  the  applicant  or  registrant  an  order  to 
show  cause  as  to  why  the  registration  should  not  be  denied,  re- 
voked, or  suspended.  The  order  to  show  cause  shall  contain  a  state- 
ment of  the  basis  thereof  and  shall  call  upon  the  applicant  or  regis- 
trant to  appear  before  the  Attorney  General,  or  his  designee,  at  a 
time  and  place  stated  in  the  order,  but  in  no  event  less  than  thirty 
days  after  the  date  of  receipt  of  the  order.  Proceedings  to  deny, 
revoke,  or  suspend  shall  be  conducted  pursuant  to  this  subsection 
in  accordance  with  subchapter  II  of  chapter  5  of  title  5  of  the 
United  States  Code.  Such  proceedings  shall  be  independent  of,  and 
not  in  lieu  of,  criminal  prosecutions  or  other  proceedings  under 
this  title  or  any  other  law  of  the  United  States. 

(5)  The  Attorney  General  may,  in  his  discretion,  suspend  any  reg- 
istration simultaneously  with  the  institution  of  proceedings  under 
this  subsection,  in  cases  where  he  finds  that  there  is  an  imminent 
danger  to  the  public  health  and  safety.  Such  suspension  shall  con- 
tinue in  effect  until  the  conclusion  of  such  proceedings,  including 
judicial  review  thereof,  unless  sooner  withdrawn  by  the  Attorney 
General  or  dissolved  by  a  court  of  competent  jurisdiction. 

(6)  In  the  event  that  the  Attorney  General  suspends  or  revokes  a 
registration  granted  under  this  section,  all  controlled  substances 
owned  or  possessed  by  the  registrant  pusuant  to  such  registration 
at  the  time  of  suspension  or  the  effective  date  of  the  revocation 
order,  as  the  case  may  be,  may,  in  the  discretion  of  the  Attorney 
General,  be  seized  or  placed  under  seal.  No  disposition  may  be 
made  of  any  controlled  substances  under  seal  until  the  time  for 
taking  an  appeal  has  elapsed  or  until  all  appeals  have  been  con- 
cluded, except  that  a  court,  upon  application  therefor,  may  at  any 
time  order  the  sale  of  perishable  controlled  substances.  Any  such 
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order  shall  require  the  deposit  of  the  proceeds  of  the  sale  with  the 
court.  Upon  a  revocation  order  becoming  final,  all  such  controlled 
substances  (or  proceeds  of  the  sale  thereof  which  have  been  deposit- 
ed with  the  court)  shall  be  forfeited  to  the  United  States;  and  the 
Attorney  General  shall  dispose  of  such  controlled  substances  in  ac- 
cordance with  section  511(e)  of  the  Controlled  Substances  Act. 

(e)  No  registration  shall  be  issued  under  this  part  for  a  period  in 
excess  of  one  year.  Unless  the  regulations  of  the  Attorney  General 
otherwise  provide,  sections  302(f),  305,  and  307  shall  apply  to  per- 
sons registered  under  this  section  to  the  same  extent  such  sections 
apply  to  persons  registered  under  section  303. 

(f)  The  Attorney  General  is  authorized  to  promulgate  rules  and 
regulations  and  to  charge  reasonable  fees  relating  to  the  registra- 
tion of  importers  and  exporters  of  controlled  substances  under  this 
section. 

(g)  Persons  registered  by  the  Attorney  General  under  this  section 
to  import  or  export  controlled  substances  may  import  or  export 
(and,  for  the  purpose  of  so  importing  or  exporting,  may  possess) 
such  substances  to  the  extent  authorized  by  their  registration  and 
in  conformity  with  the  other  provisions  of  this  title  and  title  II. 

(h)  A  separate  registration  shall  be  required  at  each  principal 
place  of  business  where  the  applicant  imports  or  exports  controlled 
substances. 

(i)  Except  in  emergency  situations  as  described  in  section 
1002(a)(2)(A),  prior  to  issuing  a  registration  under  this  section  to  a 
bulk  manufacturer  of  a  controlled  substance  in  schedule  I  or  II, 
and  prior  to  issuing  a  regulation  under  section  1002(a)  authorizing 
the  importation  of  such  a  substance,  the  Attorney  General  shall 
give  manufacturers  holding  registration  for  the  bulk  manufacture 
of  the  substance  an  opportunity  for  a  hearing. 

POSSESSION,  MANUFACTURE  OR  DISTRIBUTION  FOR  PURPOSES  OF 
UNLAWFUL  IMPORTATION 

Sec.  1009.  [959]  (a)  It  shall  be  unlawful  for  any  person  to  manu- 
facture or  distribute  a  controlled  substance  in  schedule  I  or  II — 

(1)  intending  that  such  substance  be  unlawfully  imported 
into  the  United  States  or  into  waters  within  a  distance  of  12 
miles  of  the  coast  of  the  United  States;  or 

(2)  knowing  that  such  substance  will  be  unlawfully  imported 
into  the  United  States  or  into  waters  within  a  distance  of  12 
miles  of  the  coast  of  the  United  States. 

(b)  It  shall  be  unlawful  for  any  United  States  citizen  on  board 
any  aircraft,  or  any  person  on  board  an  aircraft  owned  by  a  United 
States  citizen  or  registered  in  United  States,  to — 

(1)  manufacture  or  distribute  a  controlled  substance;  or 

(2)  posses  a  controlled  substance  with  intent  to  distribute. 

(c)  This  section  is  intended  to  reach  acts  of  manufacture  or  distri- 
bution committed  outside  the  territorial  jurisdiction  of  the  United 
States.  Any  person  who  violates  this  section  shall  be  tried  in  the 
United  States  district  court  at  the  point  of  entry  where  such  person 
enters  the  United  States,  or  in  the  United  States  District  Court  for 
the  District  of  Columbia. 
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PROHIBITED  ACTS  A — PENALTIES 

Sec.  1010.  [960]  (a)  Any  person  who— 

(1)  contrary  to  section  1002,  1003,  or  1007,  knowingly  or  in- 
tentionally imports  or  exports  a  controlled  substance, 

(2)  contrary  to  section  1005,  knowingly  or  intentionally 
brings  or  possesses  on  board  a  vessel,  aircraft,  or  vehicle  a  con- 
trolled substance,  or 

(3)  contrary  to  section  1009,  manufactures,  possesses  with 
intent  to  distribute,  or  distributes  a  controlled  substance, 

shall  be  punished  as  provided  in  subsection  (b). 

(b)(1)  In  the  case  of  a  violation  of  subsection  (a)  of  this  section  in- 
volving— 

(A)  1  kilogram  or  more  of  a  mixture  or  substance  containing 
a  detectable  amount  of  heroin; 

(B)  5  kilograms  or  more  of  a  mixture  or  substance  containing 
a  detectable  amount  of — 

(i)  coca  leaves,  except  coca  leaves  and  extracts  of  coca 
leaves  from  which  cocaine,  ecgonine,  and  derivatives  of  ec- 
gonine  or  their  salts  have  been  removed; 

(ii)  cocaine,  its  salts,  optical  and  geometric  isomers,  and 
salts  or  isomers; 

(iii)  ecgonine,  its  derivatives,  their  salts,  isomers,  and 
salts  of  isomers;  or 

(iv)  any  compound,  mixture,  or  preparation  which  con- 
tains any  quantity  of  any  of  the  substances  referred  to  in 
clauses  (i)  through  (iii); 

(C)  50  grams  or  more  of  a  mixture  or  substance  described  in 
subparagraph  (B)  which  contains  cocaine  base; 

(D)  100  grams  or  more  of  phencyclidine  (PCP)  or  1  kilogram 
or  more  of  a  mixture  or  substance  containing  a  detectable 
amount  of  phencyclidine  (PCP); 

(E)  10  grams  or  more  of  a  mixture  or  substance  containing  a 
detectable  amount  of  lysergic  acid  diethylamide  (LSD); 

(F)  400  grams  or  more  of  a  mixture  or  substance  containing  a 
detectable  amount  of  N-phenyl-N-[l-(2-phenylethyl)-4-piperi- 
dinyl]  propanamide  or  100  grams  or  more  of  a  mixture  or  sub- 
stance containing  a  detectable  amount  of  any  analogue  of  N- 
phenyl-N-[l-(2-phenylethyl)-4-piperidinyl]  propanamide; 

(G)  1000  kilograms  or  more  of  a  mixture  or  substance  con- 
taining a  detectable  amount  of  marihuana;  or 

(H)  100  grams  or  more  of  methamphetamine,  its  salts,  iso- 
mers, and  salts  of  its  isomers  or  1  kilogram  or  more  of  a  mix- 
ture or  substance  containing  a  detectable  amount  of  metham- 
phetamine, its  salts,  isomers,  or  salts  of  its  isomers. 

the  person  committing  such  violation  shall  be  sentenced  to  a  term 
of  imprisonment  of  not  less  than  10  years  and  not  more  than  life 
and  if  death  or  serious  bodily  injury  results  from  the  use  of  such 
substance  shall  be  sentenced  to  a  term  of  imprisonment  of  not  less 
than  20  years  and  not  more  than  life,  a  fine  not  to  exceed  the 
greater  of  that  authorized  in  accordance  with  the  provisions  of  title 
18,  United  States  Code,  or  $4,000,000  if  the  defendant  is  an  individ- 
ual or  $10,000,000  if  the  defendant  is  other  than  an  individual,  or 
both.  If  any  person  commits  such  a  violation  after  one  or  more 
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prior  convictions  for  an  offense  punishable  under  this  subsection, 
or  for  a  felony  under  any  other  provision  of  this  title  or  title  II  or 
other  law  of  a  State,  the  United  States,  or  a  foreign  country  relat- 
ing to  narcotic  drugs,  marihuana,  or  depressant  or  stimulant  sub- 
stances, have  become  final,  such  person  shall  be  sentenced  to  a 
term  of  imprisonment  of  not  less  than  20  years  and  not  more  than 
life  imprisonment  and  if  death  or  serious  bodily  injury  results  from 
the  use  of  such  substance  shall  be  sentenced  to  life  imprisonment, 
a  fine  not  to  exceed  the  greater  of  twice  that  authorized  in  accord- 
ance with  the  provisions  of  title  18,  United  States  Code,  or 
$8,000,000  if  the  defendant  is  an  individual  or  $20,000,000  if  the  de- 
fendant is  other  than  an  individual,  or  both.  Any  sentence  under 
this  paragraph  shall,  in  the  absence  of  such  a  prior  conviction, 
impose  a  term  of  supervised  release  of  at  least  5  years  in  addition 
to  such  term  of  imprisonment  and  shall,  if  there  was  such  a  prior 
conviction,  impose  a  term  of  supervised  release  of  at  least  10  years 
in  addition  to  such  term  of  imprisonment.  Notwithstanding  any 
other  provision  of  law,  the  court  shall  not  place  on  probation  or 
suspend  the  sentence  of  any  person  sentenced  under  this  para- 
graph. No  person  sentenced  under  this  paragraph  shall  be  eligible 
for  parole  during  the  term  of  imprisonment  imposed  therein. 

(2)  In  the  case  of  a  violation  of  subsection  (a)  of  this  section  in- 
volving— 

(A)  100  grams  or  more  of  a  mixture  or  substance  containing 
a  detectable  amount  of  heroin; 

(B)  500  grams  or  more  of  a  mixture  or  substance  containing 
a  detectable  amount  of — 

(i)  coca  leaves,  except  coca  leaves  and  extracts  of  coca 
leaves  from  which  cocaine,  ecgonine,  and  derivatives  of  ec- 
gonine  or  their  salts  have  been  removed; 

(ii)  cocaine,  its  salts,  optical  and  geometric  isomers,  and 
salts  or  isomers; 

(iii)  ecgonine,  its  derivatives,  their  salts,  isomers,  and 
salts  of  isomers;  or 

(iv)  any  compound,  mixture,  or  preparation  which  con- 
tains any  quantity  of  any  of  the  substances  referred  to  in 
clauses  (i)  through  (iii); 

(C)  5  grams  or  more  of  a  mixture  or  substance  described  in 
subparagraph  (B)  which  contains  cocaine  base; 

(D)  10  grams  or  more  of  phencyclidine  (PCP)  or  100  grams  or 
more  of  a  mixture  or  substance  containing  a  detectable  amount 
of  phencyclidine  (PCP); 

(E)  1  gram  or  more  of  a  mixture  or  substance  containing  a 
detectable  amount  of  lysergic  acid  diethylamide  (LSD); 

(F)  40  grams  or  more  of  a  mixture  or  substance  containing  a 
detectable  amount  of  N-phenyl-N-[l-(2-phenylethyl)-4-piperi- 
dinyl]  propanamide  or  10  grams  or  more  of  a  mixture  or  sub- 
stance containing  a  detectable  amount  of  any  analogue  of  N- 
phenyl-N-[l-(2-phenylethyl)-4-piperidinyl]  propanamide; 

(G)  100  kilograms  or  more  of  a  mixture  or  substance  contain- 
ing a  detectable  amount  of  marihuana;  or 

(H)  10  grams  or  more  of  methamphetamine,  its  salts,  iso- 
mers, and  salts  of  its  isomers  or  100  grams  or  more  of  a  mix- 
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ture  or  substance  containing  a  detectable  amount  of  metham- 
phetamine,  its  salts,  isomers,  or  salts  of  its  isomers, 
the  person  committing  such  violation  shall  be  sentenced  to  a  term 
of  imprisonment  of  not  less  than  5  years  and  not  more  than  40 
years  and  if  death  or  serious  bodily  injury  results  from  the  use  of 
such  substance  shall  be  sentenced  to  a  term  of  imprisonment  of  not 
less  than  twenty  years  and  not  more  than  life,  a  fine  not  to  exceed 
the  greater  of  that  authorized  in  accordance  with  the  provisions  of 
title  18,  United  States  Code,  or  $2,000,000  if  the  defendant  is  an  in- 
dividual or  $5,000,000  if  the  defendant  is  other  than  an  individual, 
or  both.  If  any  person  commits  such  a  violation  after  one  or  more 
prior  convictions  for  an  offense  punishable  under  this  subsection, 
or  for  a  felony  under  any  other  provision  of  this  title  or  title  II  or 
other  law  of  a  State,  the  United  States,  or  a  foreign  country  relat- 
ing to  narcotic  drugs,  marihuana,  or  depressant  or  stimulant  sub- 
stances, have  become  final,  such  person  shall  be  sentenced  to  a 
term  of  imprisonment  of  not  less  than  10  years  and  not  more  than 
life  imprisonment  and  if  death  or  serious  bodily  injury  results  from 
the  use  of  such  substance  shall  be  sentenced  to  life  imprisonment, 
a  fine  not  to  exceed  the  greater  of  twice  that  authorized  in  accord- 
ance with  the  provisions  of  title  18,  United  States  Code,  or 
$4,000,000  if  the  defendant  is  an  individual  or  $10,000,000  if  the  de- 
fendant is  other  than  an  individual,  or  both.  Any  sentence  imposed 
under  this  paragraph  shall,  in  the  absence  of  such  a  prior  convic- 
tion, include  a  term  of  supervised  release  of  at  least  4  years  in  ad- 
dition to  such  term  of  imprisonment  and  shall,  if  there  was  such  a 
prior  conviction,  include  a  term  of  supervised  release  of  at  least  8 
years  in  addition  to  such  term  of  imprisonment.  Notwithstanding 
any  other  provision  of  law,  the  court  shall  not  place  on  probation 
or  suspend  the  sentence  of  any  person  sentenced  under  this  para- 
graph. No  person  sentenced  under  this  paragraph  shall  be  eligible 
for  parole  during  the  term  of  imprisonment  imposed  therein. 

(3)  In  the  case  of  a  violation  under  subsection  (a)  of  this  section 
involving  a  controlled  substance  in  schedule  I  or  II,  the  person 
committing  such  violation  shall,  except  as  provided  in  paragraphs 
(1),  (2),  and  (4),  be  sentenced  to  a  term  of  imprisonment  of  not  more 
than  20  years  and  if  death  or  serious  bodily  injury  results  from  the 
use  of  such  substance  shall  be  sentenced  to  a  term  of  imprisonment 
of  not  less  than  twenty  years  and  not  more  than  life,  a  fine  not  to 
exceed  the  greater  of  that  authorized  in  accordance  with  the  provi- 
sions of  title  18,  United  States  Code,  or  $1,000,000  if  the  defendant 
is  an  individual  or  $5,000,000  if  the  defendant  is  other  than  an  indi- 
vidual, or  both.  If  any  person  commits  such  a  violation  after  one  or 
more  prior  convictions  for  an  offense  punishable  under  this  subsec- 
tion, or  for  a  felony  under  any  other  provision  of  this  title  or  title 
II  or  other  law  of  a  State,  the  United  States  or  a  foreign  country 
relating  to  narcotic  drugs,  marihuana,  or  depressant  or  stimulant 
substances,  have  become  final,  such  person  shall  be  sentenced  to  a 
term  of  imprisonment  of  not  more  than  30  years  and  if  death  or 
serious  bodily  injury  results  from  the  use  of  such  substance  shall 
be  sentenced  to  life  imprisonment,  a  fine  not  to  exceed  the  greater 
of  twice  that  authorized  in  accordance  with  the  provisions  of  title 
18,  United  States  Code,  or  $2,000,000  if  the  defendant  is  an  individ- 
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ual  or  $10,000,000  if  the  defendant  is  other  than  an  individual,  or 
both.  Any  sentence  imposing  a  term  of  imprisonment  under  this 
paragraph  shall,  in  the  absence  of  such  a  prior  conviction,  impose  a 
term  of  suspervised  release  of  at  least  3  years  in  addition  to  such 
term  of  imprisonment  and  shall,  if  there  was  such  a  prior  convic- 
tion, impose  a  term  of  suspervised  release  of  at  least  6  years  in  ad- 
dition to  such  term  of  imprisonment.  Notwithstanding  the  prior 
sentence,  and  notwithstanding  any  other  provision  of  law,  the 
court  shall  not  place  on  probation  or  suspend  the  sentence  of  any 
person  sentenced  under  the  provisions  of  this  paragraph  which  pro- 
vide for  a  mandatory  term  of  imprisonment  if  death  or  serious 
bodily  injury  results,  nor  shall  a  person  so  sentenced  be  eligible  for 
parole  during  the  term  of  such  a  sentence. 
(P.L.  99-570,  §  1302(a),  Oct.  27,  1986,  100  Stat.  3207-15.) 

(4)  In  the  case  of  a  violation  under  subsection  (a)  with  respect  to 
less  than  50  kilograms  of  marihuana  except  in  the  case  of  100  or 
more  marihuana  plants  regardless  of  weight,  less  than  10  kilo- 
grams of  hashish,  less  than  one  kilogram  of  hashish  oil,  or  any 
quantity  of  a  controlled  substance  in  schedule  III,  IV,  or  V,  the 
person  committing  such  violation  shall  be  imprisoned  not  more 
than  five  years,  or  be  fined  not  to  exceed  the  greater  of  that  au- 
thorized in  accordance  with  the  provisions  of  title  18,  United  States 
Code,  or  $250,000  if  the  defendant  is  an  individual  or  $1,000,000  if 
the  defendant  is  other  than  an  individual,  or  both. 

(d)  1  Any  person  who  knowingly  or  intentionally — 

(1)  imports  or  exports  a  listed  chemical  with  intent  to  manu- 
facture a  controlled  substance  in  violation  of  this  title  or,  in 
the  case  of  an  exportation,  in  violation  of  the  law  of  the  coun- 
try to  which  the  chemical  is  exported;  or 

(2)  imports  or  exports  a  listed  chemical  knowing,  or  having 
reasonable  cause  to  believe,  that  the  listed  chemical  will  be 
used  to  manufacture  a  controlled  substance  in  violation  of  this 
title  or,  in  the  case  of  an  exportation,  in  violation  of  the  law  of 
the  country  to  which  the  chemical  is  exported; 

shall  be  fined  in  accordance  with  title  18,  United  States  Code,  or 
imprisoned  not  more  than  10  years,  or  both. 

PROHIBITED  ACTS  B — PENALTIES 

Sec.  1011.  [961]  Any  person  who  violates  section  1004  or  fails  to 
notify  the  Attorney  General  of  an  importation  or  exportation 
under  section  1018  shall  be  subject  to  the  following  penalties: 

(1)  Except  as  provided  in  paragraph  (2),  any  such  person 
shall,  with  respect  to  any  such  violation,  be  subject  to  a  civil 
penalty  of  not  more  than  $25,000.  Sections  402(c)(1)  and  (c)(3) 
shall  apply  to  any  civil  penalty  assessed  under  this  paragraph. 

(2)  If  such  a  violation  is  prosecuted  by  an  information  or  in- 
dictment which  alleges  that  the  violation  was  committed  know- 
ingly or  intentionally  and  the  trier  of  fact  specifically  finds 
that  the  violation  was  so  committed,  such  person  shall  be  sen- 
tenced to  imprisonment  for  not  more  than  one  year  or  a  fine  of 
not  more  than  $25,000  or  both. 


1  So  in  original.  Should  be  "(c)". 
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SECOND  OR  SUBSEQUENT  OFFENSES 

Sec.  1012.  [962]  (a)  Any  person  convicted  of  any  offense  under 
this  part  is,  if  the  offense  is  a  second  or  subsequent  offense,  punish- 
able by  a  term  of  imprisonment  twice  that  otherwise  authorized,  by 
twice  the  fine  otherwise  authorized,  or  by  both. 

(b)  For  purposes  of  this  section,  a  person  shall  be  considered  con- 
victed of  a  second  or  subsequent  offense  if,  prior  to  the  commission 
of  such  offense,  one  or  more  prior  convictions  of  him  for  a  felony 
under  any  provision  of  this  title  or  title  II  or  other  law  of  a  State, 
the  United  States,  or  a  foreign  country  relating  to  narcotic  drugs, 
marihuana,  or  depressant  or  stimulant  drugs,  have  become  final. 

(c)  Section  411  shall  apply  with  respect  to  any  proceeding  to  sen- 
tence a  person  under  this  section. 

ATTEMPT  AND  CONSPIRACY 

Sec.  1013.  [963]  Any  person  who  attempts  or  conspires  to 
commit  any  offense  defined  in  this  title  shall  be  subject  to  the  same 
penalties  as  those  prescribed  for  the  offense,  the  commission  of 
which  was  the  object  of  the  attempt  or  conspiracy. 

ADDITIONAL  PENALTIES 

Sec.  1014.  [964]  Any  penalty  imposed  for  violation  of  this  title 
shall  be  in  addition  to,  and  not  in  lieu  of,  any  civil  or  administra- 
tive penalty  or  sanction  authorized  by  law. 

APPLICABILITY  OF  PART  E  OF  TITLE  II 

Sec.  1015.  [965]  Part  E  of  title  II  shall  apply  with  respect  to 
functions  of  the  Attorney  General  (and  of  officers  and  employees  of 
the  Bureau  of  Narcotics  and  Dangerous  Drugs)  under  this  title,  to 
administrative  and  judicial  proceedings  under  this  title,  and  to  vio- 
lations of  this  title,  to  the  same  extent  that  such  part  applies  to 
functions  of  the  Attorney  General  (and  such  officers  and  employ- 
ees) under  title  II,  to  such  proceedings  under  title  II,  and  to  viola- 
tions of  title  II.  For  purposes  of  the  application  of  this  section  to 
section  510  or  511,  any  reference  in  such  section  510  or  511  to  "this 
title"  shall  be  deemed  to  be  a  reference  to  title  III,  any  reference  to 
section  303  shall  be  deemed  to  be  a  reference  to  section  1008,  and 
any  reference  to  section  302(d)  shall  be  deemed  to  be  a  reference  to 
section  1007(b)(2). 

AUTHORITY  OF  SECRETARY  OF  TREASURY 

Sec.  1016.  [966]  Nothing  in  this  Act  shall  derogate  from  the  au- 
thority of  the  Secretary  of  the  Treasury  under  the  customs  and  re- 
lated laws. 

CRIMINAL  FORFEITURES 

Sec.  1017.  [970]  Section  413  of  title  II,  relating  to  criminal  for- 
feitures, shall  apply  in  every  respect  to  a  violation  of  this  title  pun- 
ishable by  imprisonment  for  more  than  one  year. 
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NOTIFICATION,  SUSPENSION  OF  SHIPMENT,  AND  PENALTIES  WITH 
RESPECT  TO  IMPORTATION  AND  EXPORTATION  OF  LISTED  CHEMICALS 

Sec.  1018.  [971]  (a)  Each  regulated  person  who  imports  or  ex- 
ports a  listed  chemical  shall  notify  the  Attorney  General  of  the  im- 
portation or  exportation  not  later  than  15  days  before  the  transac- 
tion is  to  take  place. 

(b)  (1)  The  Attorney  General  shall  provide  by  regulation  for  cir- 
cumstances in  which  the  requirement  of  subsection  (a)  does  not 
apply  to  a  transaction  between  a  regulated  person  and  a  regular 
customer  or  regular  supplier  of  the  regulated  person.  At  the  time 
of  any  importation  or  exportation  constituting  a  transaction  re- 
ferred to  in  the  preceding  sentence,  the  regulated  person  shall 
notify  the  Attorney  General  of  the  transaction. 

(2)  The  regulations  under  this  subsection  shall  provide  that  the 
initial  notification  under  subsection  (a)  with  respect  to  a  customer 
or  supplier  of  a  regulated  person  shall,  upon  the  expiration  of  the 
15-day  period,  qualify  the  customer  as  a  regular  customer  or  regu- 
lar supplier,  unless  the  Attorney  General  otherwise  notifies  the 
regulated  person  in  writing. 

(c)  (1)  The  Attorney  General  may  order  the  suspension  of  any  im- 
portation or  exportation  of  a  listed  chemical  (other  than  a  regulat- 
ed transaction  to  which  the  requirement  of  subsection  (a)  does  not 
apply  by  reason  of  subsection  (b))  or  may  disqualify  any  regular 
customer  or  regular  supplier  on  the  ground  that  the  chemical  may 
be  diverted  to  the  clandestine  manufacture  of  a  controlled  sub- 
stance. From  and  after  the  time  when  the  Attorney  General  pro- 
vides written  notice  of  the  order  (including  a  statement  of  the  legal 
and  factual  basis  for  the  order)  to  the  regulated  person,  the  regu- 
lated person  may  not  carry  out  the  transaction. 

(2)  Upon  written  request  to  the  Attorney  General,  a  regulated 
person  to  whom  an  order  applies  under  paragraph  (1)  is  entitled  to 
an  agency  hearing  on  the  record  in  accordance  with  subchapter  II 
of  chapter  5  of  title  5,  United  States  Code.  The  hearing  shall  be 
held  on  an  expedited  basis  and  not  later  than  45  days  after  the  re- 
quest is  made,  except  that  the  hearing  may  be  held  at  a  later  time, 
if  so  requested  by  the  regulated  person. 

(d)  Any  person  who  knowingly  or  intentionally — 

(1)  imports  or  exports  a  listed  chemical  with  intent  to  manu- 
facture a  controlled  substance  in  violation  of  this  title  or,  in 
the  case  of  an  exportation,  in  violation  of  the  law  of  the  coun- 
try to  which  the  chemical  is  exported;  or 

(2)  imports  or  exports  a  listed  chemical  knowing,  or  having 
reasonable  cause  to  believe,  that  the  listed  chemical  will  be 
used  to  manufacture  a  controlled  substance  in  violation  of  this 
title  or,  in  the  case  of  an  exportation,  in  violation  of  this  title 
or,  in  the  case  of  an  exportation,  in  violations  of  the  law  of  the 
country  to  which  the  chemical  is  exported; 

shall  be  fined  in  accordance  with  title  18,  United  States  Code,  or 
imprisoned  not  more  than  10  years,  or  both. 
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Part  B — Amendments  and  Repeals,  Transitional  and  Effective 

Date  Provisions 

repeals 

Sec.  1101.  (a)  The  following  provisions  of  law  are  repealed: 

(1)  The  Act  of  February  23,  1887  (21  U.S.C.  191-193). 

(2)  The  Narcotic  Drugs  Import  and  Export  Act  (21  U.S.C.  171, 
173,  174-184,  185). 

(3)  The  Act  of  March  28,  1928  (31  U.S.C.  529a). 

(4)  Sections  2(b),  6,  7,  and  8  of  the  Act  of  June  14,  1930  (21  U.S.C. 
162(b),  173a,  197,  198). 

(5)  The  Act  of  July  3,  1930  (21  U.S.C.  199). 

(6)  Section  6  of  the  Act  of  March  28,  1928  (31  U.S.C.  529g). 

(7)  The  Opium  Poppy  Control  Act  of  1942  (21  U.S.C.  188-188n). 

(8)  Section  15  of  the  Act  of  August  1,  1956  (48  U.S.C.  1421m). 

(9)  The  Act  of  July  11,  1941  (21  U.S.C.  184a). 

(10)  The  Narcotics  Manufacturing  Act  of  1960  (21  U.S.C.  501-517). 
(b)(1)(A)  Chapter  68  of  title  18  of  the  United  States  Code  (relating 

to  narcotics)  is  repealed. 

(B)  The  item  relating  to  such  chapter  68  in  the  analysis  of  part  I 
of  such  title  18  is  repealed. 

(2)  (A)  Section  3616  of  title  18  of  the  United  States  Code  (relating 
to  use  of  confiscated  motor  vehicles)  is  repealed. 

(B)  The  item  relating  to  such  section  3616  in  the  analysis  of  chap- 
ter 229  of  such  title  18  is  repealed. 

(3)  (A)  Subchapter  A  of  chapter  39  of  the  Internal  Revenue  Code 
of  1954  (relating  to  narcotic  drugs  and  marihuana)  is  repealed. 

(B)  The  table  of  subchapters  of  such  chapter  39  is  amended  by 
striking  out 

"Subchapter  A.  Narcotic  drugs  and  marihuana." 

(4)  (A)  Sections  7237  (relating  to  violation  of  laws  relating  to  nar- 
cotic drugs  and  to  marihuana)  and  7238  (relating  to  violation  of 
laws  relating  to  opium  for  smoking)  of  the  Internal  Revenue  Code 
of  1954  are  repealed. 

(B)  The  table  of  sections  of  part  II  of  subchapter  A  of  chapter  75 
of  the  Internal  Revenue  Code  of  1954  is  amended  by  striking  out 
the  items  relating  to  such  sections  7237  and  7238. 

(5)  (A)  Section  7491  of  the  Internal  Revenue  Code  of  1954  (relating 
to  burden  of  proof  of  exemptions  in  case  of  marihuana  offenses)  is 
repealed. 

(B)  The  table  of  sections  for  subchapter  E  of  chapter  76  of  the 
Internal  Revenue  Code  of  1954  is  amended  by  striking  out  the  item 
relating  to  such  section  7491. 

CONFORMING  AMENDMENTS 

Sec.  1102.  [4901(a)]  (a)  Section  4901(a)  of  the  Internal  Revenue 
Code  of  1954  is  amended  by  striking  out  the  comma  immediately 
before  "4461"  and  inserting  in  lieu  thereof  "or",  and  by  striking 
out  ",  4721  (narcotic  drugs),  or  4751  (marihuana)". 

(b)  Section  4905(b)(1)  of  the  Internal  Revenue  Code  of  1954  (relat- 
ing to  registration)  is  amended  by  striking  out  ",  narcotics,  mari- 
huana," and  ",  4722,  4753,". 
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(c)  Section  6808  of  the  Internal  Revenue  Code  of  1954  (relating  to 
special  provisions  relating  to  stamps)  is  amended  by  striking  out 
paragraph  (8). 

(d)  Section  7012  of  the  Internal  Revenue  Code  of  1954  (relating  to 
cross  references)  is  amended  by  striking  out  subsections  (a)  and  (b). 

(e)  Section  7103(d)(3)  of  the  Internal  Revenue  Code  of  1954  (relat- 
ing to  bonds  required  with  respect  to  certain  products)  is  amended 
by  striking  out  subparagraph  (D). 

(f)  Section  7326  of  the  Internal  Revenue  Code  of  1954  (relating  to 
disposal  of  forfeited  or  abandoned  property  in  special  cases)  is 
amended  by  striking  out  subsection  (b). 

(g)  (1)  Section  7607  of  the  Internal  Revenue  Code  of  1954  (relating 
to  additional  authority  for  Bureau  of  Narcotics  and  Bureau  of  Cus- 
toms) is  amended — 

(A)  by  striking  out  '  The  Commissioner,  Deputy  Commission- 
er, Assistant  to  the  Commissioner,  and  agents  of  the  Bureau  of 
Narcotics  of  the  Department  of  the  Treasury,  and  officers"  and 
inserting  in  lieu  thereof  "Officers"; 

(B)  by  striking  out  in  paragraph  (2)  "narcotic  drugs  (as  de- 
fined in  section  4731)  or  marihuana  (as  defined  in  section 
4761)"  and  inserting  in  lieu  thereof  "narcotic  drugs  (as  defined 
in  section  102(16)  of  the  Controlled  Substances  Act)  or  mari- 
huana (as  defined  in  section  102(15)  of  the  Controlled  Sub- 
stances Act)";  and 

(C)  by  striking  out  "Bureau  of  Narcotics  and"  in  the  section 
heading. 

(2)  The  item  relating  to  section  7607  in  the  table  of  contents  of 
subchapter  A  of  chapter  78  of  the  Internal  Revenue  Code  of  1954  is 
amended  by  striking  out  "Bureau  of  Narcotics  and". 

(h)  Section  7609(a)  of  the  Internal  Revenue  Code  of  1954  (relating 
to  cross  references)  is  amended  by  striking  out  paragraphs  (3)  and 
(4). 

(i)  Section  7641  of  the  Internal  Revenue  Code  of  1954  (relating  to 
supervision  of  operations  of  certain  manufacturers)  is  amended  by 
striking  out  "opium  suitable  for  smoking  purposes,". 

(j)  Section  7651  of  the  Internal  Revenue  Code  of  1954  (relating  to 
administration  and  collection  of  taxes  in  possessions)  is  amended 
by  striking  out  "and  in  sections  4705(b),  4735,  and  4762  (relating  to 
taxes  on  narcotic  drugs  and  marihuana)". 

(k)  Section  7655(a)  of  the  Internal  Revenue  Code  of  1954  (relating 
to  cross  references)  is  amended  by  striking  out  paragraphs  (3)  and 
(4). 

(1)  Section  2901(a)  of  title  28  of  the  United  States  Code  is  amend- 
ed by  striking  out  "as  defined  by  section  4731  of  the  Internal  Reve- 
nue Code  of  1954,  as  amended,"  and  inserting  in  lieu  thereof  "as 
defined  by  section  102(16)  of  the  Controlled  Substances  Act". 

(m)  The  last  sentence  of  the  second  paragraph  of  section  584  of 
the  Act  of  June  17,  1930  (19  U.S.C.  1584),  is  amended  to  read  as 
follows:  "As  used  in  this  paragraph,  the  terms  'opiate'  and  'mari- 
huana' shall  have  the  same  meaning  given  those  terms  by  sections 
102(17)  and  102(15),  respectively,  of  the  Controlled  Substances  Act." 

(n)(l)  The  first  section  of  the  Act  of  August  7,  1939  (31  U.S.C. 
529a),  is  repealed. 
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(2)  Section  3  of  such  Act  (31  U.S.C.  529d)  is  amended  by  striking 
out  "or  the  Commissioner  of  Narcotics,  as  the  case  may  be,". 

(3)  Section  4  of  such  Act  (31  U.S.C.  529e)  is  amended  by  striking 
out  "or  narcotics' '  each  place  it  appears. 

(4)  Section  5  of  such  Act  (31  U.S.C.  529f)  is  amended  by  striking 
out  "or  narcotics"  in  the  first  sentence. 

(o)  Section  308(c)(2)  of  the  Act  of  August  27,  1935  (40  U.S.C.  304m) 
is  amended  by  striking  out  "Narcotic  Drug  Import  and  Export  Act" 
and  inserting  in  lieu  thereof  "Controlled  Substances  Act". 

(p)  Paragraph  (a)  of  section  301  of  the  Narcotic  Addict  Rehabilita- 
tion Act  of  1966  (42  U.S.C.  3411)  is  amended  by  striking  out  "as  de- 
fined in  section  4731  of  the  Internal  Revenue  Code  of  1954,  as 
amended,"  and  inserting  in  lieu  thereof  "as  defined  in  section 
102(16)  of  the  Controlled  Substances  Act." 

(r)  Paragraph  (d)  of  section  7  of  the  Act  of  August  9,  1939  (49 
U.S.C.  787)  is  amended  to  read  as  follows: 

"(d)  The  term  'narcotic  drug'  shall  have  the  meaning  given  that 
term  by  section  102(16)  of  the  Controlled  Substances  Act  and  shall 
also  include  marihuana  as  defined  by  section  102(15)  of  such  Act;". 

(s)  Paragraph  (a)  of  section  4251  of  title  18,  United  States  Code,  is 
amended  by  striking  out  "as  defined  in  section  4731  of  the  Internal 
Revenue  Code  of  1954,  as  amended,"  and  inserting  in  lieu  thereof 
"as  defined  in  section  102(16)  of  the  Controlled  Substances  Act". 

(t)  The  first  section  of  the  Act  of  August  11,  1955  (21  U.S.C.  198a), 
is  amended  to  read  as  follows:  "That  for  the  purpose  of  any  investi- 
gation which,  in  the  opinion  of  the  Secretary  of  the  Treasury,  is 
necessary  and  proper  to  the  enforcement  of  section  545  of  title  18 
of  the  United  States  Code  (relating  to  smuggling  goods  into  the 
United  States)  with  respect  to  any  controlled  substance  (as  defined 
in  section  102  of  the  Controlled  Substances  Act),  the  Secretary  of 
the  Treasury  may  administer  oaths  and  affirmations,  subpena  wit- 
nesses, compel  their  attendance,  take  evidence,  and  require  the 
production  of  records  (including  books,  papers,  documents,  and  tan- 
gible things  which  constitute  or  contain  evidence)  relevant  or  mate- 
rial to  the  investigation.  The  attendance  of  witnesses  and  the  pro- 
duction of  records  may  be  required  from  any  place  within  the  cus- 
toms territory  of  the  United  States,  except  that  a  witness  shall  not 
be  required  to  appear  at  any  hearing  distant  more  than  100  miles 
from  the  place  where  he  was  served  with  subpena.  Witnesses  sum- 
moned by  the  Secretary  shall  be  paid  the  same  fees  and  mileage 
that  are  paid  witnesses  in  the  courts  of  the  United  States.  Oaths 
and  affirmations  may  be  made  at  any  place  subject  to  the  jurisdic- 
tion of  the  United  States." 

PENDING  PROCEEDINGS 

Sec.  1103.  [17 In]  (a)  Prosecutions  for  any  violation  of  law  occur- 
ring prior  to  the  effective  date  of  section  1101  shall  not  be  affected 
by  the  repeals  or  amendments  made  by  such  section  or  section 
1102,  or  abated  by  reason  thereof. 

(b)  Civil  seizures  or  forfeitures  and  injunctive  proceedings  com- 
menced prior  to  the  effective  date  of  section  1101  shall  not  be  af- 
fected by  the  repeals  or  amendments  made  by  such  section  or  sec- 
tion 1102,  or  abated  by  reason  thereof. 
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PROVISIONAL  REGISTRATION 

Sec.  1104.  [957n]  (a)(1)  Any  person— 

(A)  who  is  engaged  in  importing  or  exporting  any  controlled 
substance  on  the  day  before  the  effective  date  of  section  1007, 

(B)  who  notifies  the  Attorney  General  that  he  is  so  engaged, 
and 

(C)  who  is  registered  on  such  day  under  section  510  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act  or  under  section  4722  of 
the  Internal  Revenue  Code  of  1954, 

shall,  with  respect  to  each  establishment  for  which  such  registra- 
tion is  in  effect  under  any  such  section,  be  deemed  to  have  a  provi- 
sional registration  under  section  1008  for  the  import  or  export  (as 
the  case  may  be)  of  controlled  substances. 

(2)  During  the  period  his  provisional  registration  is  in  effect 
under  this  section,  the  registration  number  assigned  such  person 
under  such  section  510  or  under  such  section  4722  (as  the  case  may 
be)  shall  be  his  registration  number  for  purposes  of  part  A  of  this 
title. 

(b)  The  provisions  of  section  304,  relating  to  suspension  and  revo- 
cation of  registration,  shall  apply  to  a  provisional  registration 
under  this  section. 

(c)  Unless  sooner  suspended  or  revoked  under  subsection  (b),  a 
provisional  registration  of  a  person  under  subsection  (a)(1)  of  this 
section  shall  be  in  effect  until — 

(1)  the  date  on  which  such  person  has  registered  with  the  At- 
torney General  under  section  1008  or  has  had  his  registration 
denied  under  such  section,  or 

(2)  such  date  as  may  be  prescribed  by  the  Attorney  General 
for  registration  of  importers  or  exporters,  as  the  case  may  be, 

whichever  occurs  first. 

EFFECTIVE  DATES  AND  OTHER  TRANSITIONAL  PROVISIONS 

Sec.  1105.  (a)  Except  as  otherwise  provided  in  this  section,  this 
title  shall  become  effective  on  the  first  day  of  the  seventh  calendar 
month  that  begins  after  the  day  immediately  preceding  the  date  of 
enactment. 

(b)  Sections  1000,  1001,  1006,  1015,  1016,  1103,  1104,  and  this  sec- 
tion shall  become  effective  upon  enactment. 

(c)  (1)  If  the  Attorney  General,  pursuant  to  the  authority  of  sec- 
tion 704(c)  of  title  II,  postpones  the  effective  date  of  section  306  (re- 
lating to  manufacturing  quotas)  for  any  period  beyond  the  date 
specified  in  section  704(a)  and  such  postponement  applies  to  narcot- 
ic drugs,  the  repeal  of  the  Narcotics  Manufacturing  Act  of  1960  by 
paragraph  (10)  of  section  1101(a)  of  this  title  is  hereby  postponed 
for  the  same  period,  except  that  the  postponement  made  by  this 
paragraph  shall  not  apply  to  the  repeal  of  sections  4,  5,  13,  15,  and 
16  of  that  Act. 

(2)  Effective  for  any  period  of  postponement,  by  paragraph  (1)  of 
this  subsection,  of  the  repeal  of  provisions  of  the  Narcotics  Manu- 
facturing Act  of  1960,  that  Act  shall  be  applied  subject  to  the  fol- 
lowing modifications: 
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(A)  The  term  "narcotic  drug"  shall  mean  a  narcotic  drug  as 
defined  in  section  102(16)  of  title  II,  and  all  references,  in  the 
Narcotics  Manufacturing  Act  of  1960,  to  a  narcotic  drug  as  de- 
fined by  section  4731  of  the  Internal  Revenue  Code  of  1954  are 
amended  to  refer  to  a  narcotic  drug  as  defined  by  such  section 
102(16). 

(B)  On  and  after  the  date  prescribed  by  the  Attorney  General 
pursuant  to  clause  (2)  of  section  703(c)  of  title  II,  the  require- 
ments of  a  manufacturer's  license  with  respect  to  a  basic  class 
of  narcotic  drug  under  the  Narcotics  Manufacturing  Act  of 
1960,  and  of  a  registration  under  section  4722  of  the  Internal 
Revenue  Code  of  1954  as  a  prerequisite  to  issuance  of  such  a 
license,  shall  be  superseded  by  a  requirement  of  actual  regis- 
tration (as  distinguished  from  provisional  registration)  as  a 
manufacturer  of  that  class  of  drug  under  section  303(a)  of  title 
II. 

(C)  On  and  after  the  effective  date  of  the  repeal  of  such  sec- 
tion 4722  by  section  1101(b)(3)  of  this  title,  but  prior  to  the  date 
specified  in  subparagraph  (B)  of  this  paragraph,  the  require- 
ment of  registration  under  such  section  4722  as  a  prerequisite 
of  a  manufacturer's  license  under  the  Narcotics  Manufacturing 
Act  of  1960  shall  be  superseded  by  a  requirement  of  either  (i) 
actual  registration  as  a  manufacturer  under  section  303  of  title 
II  or  (ii)  provisional  registration  (by  virtue  of  a  preexisting  reg- 
istration under  such  section  4722)  under  section  703  of  title  II. 

(d)  Any  orders,  rules,  and  regulations  which  have  been  promul- 
gated under  any  law  affected  by  this  title  and  which  are  in  effect 
on  the  day  preceding  enactment  of  this  title  shall  continue  in  effect 
until  modified,  superseded,  or  repealed. 
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[Public  Law  89-793,  Approved  November  8,  1966] 

AN  ACT  To  amend  title  18  of  the  United  States  Code  to  enable  the  courts  to  deal 
more  effectively  with  the  problem  of  narcotic  addiction,  and  for  other  purposes. 

Be  it  enacted  by  the  Senate  and  House  of  Representatives  of  the 
United  States  of  America  in  Congress  assembled,  That  titles  I,  II, 
III,  and  IV  of  this  Act  may  be  cited  as  the  ' 'Narcotic  Addict  Reha- 
bilitation Act  of  1966". 

DECLARATION  OF  POLICY 

Sec.  2.  It  is  the  policy  of  the  Congress  that  certain  persons 
charged  with  or  convicted  of  violating  Federal  criminal  laws,  who 
are  determined  to  be  addicted  to  narcotic  drugs,  and  likely  to  be 
rehabilitated  through  treatment,  should,  in  lieu  of  prosecution  or 
sentencing,  be  civilly  committed  for  confinement  and  treatment  de- 
signed to  effect  their  restoration  to  health,  and  return  to  society  as 
useful  members. 

It  is  the  further  policy  of  the  Congress  that  certain  persons  ad- 
dicted to  narcotic  drugs  who  are  not  charged  with  the  commission 
of  any  offense  should  be  afforded  the  opportunity,  through  civil 
commitment,  for  treatment,  in  order  that  they  may  be  rehabilitat- 
ed and  returned  to  society  as  useful  members  and  in  order  that  so- 
ciety may  be  protected  more  effectively  from  crime  and  delinquen- 
cy which  result  from  narcotic  addiction. 

TITLE  I— CIVIL  COMMITMENT  IN  LIEU  OF  PROSECUTION  1 

Sec.  101.  Title  28  of  the  United  States  Code  is  amended  by 
adding  after  chapter  173  thereof  the  following  new  chapter: 

CHAPTER  175— CIVIL  COMMITMENT  AND  REHABILITATION 
OF  NARCOTIC  ADDICTS 

2901.  Definitions. 

2902.  Discretionary  authority  of  court;  examination,  report,  and  determination  by 

court;  termination  of  civil  commitment. 

2903.  Authority  and  responsibilities  of  the  Surgeon  General;  institutional  custody; 

aftercare;  maximum  period  of  civil  commitment;  credit  toward  sen- 
tence. 

2904.  Civil  commitment  not  a  conviction;  use  of  test  results. 

2905.  Delegation  of  functions  by  Surgeon  General;  use  of  Federal,  State,  and  private 

facilities. 

2906.  Absence  of  offer  by  the  court  to  a  defendant  of  an  election  under  section 

2902(a)  or  any  determination  as  to  civil  commitment,  not  reviewable  on 
appeal  or  otherwise. 


1  Title  I  of  this  Act  took  effect  February  8,  1967,  and  applies  to  any  case  pending  in  a  district 
court  of  the  United  States  in  which  an  appearance  had  not  been  made  prior  to  such  effective 
date. 
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§  2901.  Definitions 

As  used  in  this  chapter — 

(a)  "Addict' '  means  any  individual  who  habitually  uses  any  nar- 
cotic drug  as  defined  by  section  102(16)  of  the  Controlled  Sub- 
stances Act  so  as  to  endanger  the  public  morals,  health,  safety,  or 
welfare,  or  who  is  so  far  addicted  to  the  use  of  such  narcotic  drugs 
as  to  have  lost  the  power  of  self-control  with  reference  to  his  addic- 
tion. 

(b)  ' 'Surgeon  General"  means  the  Surgeon  General  of  the  Public 
Health  Service. 

(c)  "Crime  of  violence"  includes  voluntary  manslaughter, 
murder,  rape,  mayhem,  kidnaping,  robbery,  burglary  or  house- 
breaking in  the  nighttime,  extortion  accompanied  by  threats  of  vio- 
lence, assault  with  a  dangerous  weapon  or  assault  with  intent  to 
commit  any  offense  punishable  by  imprisonment  for  more  than  one 
year,  arson  punishable  as  a  felony,  or  an  attempt  or  conspiracy  to 
commit  any  of  the  foregoing  offenses. 

(d)  "Treatment"  includes  confinement  and  treatment  in  an  insti- 
tution and  under  supervised  aftercare  in  the  community  and  in- 
cludes, but  is  not  limited  to,  medical,  educational,  social,  psycholog- 
ical, and  vocational  services,  corrective  and  preventive  guidance 
and  training,  and  other  rehabilitative  services  designed  to  protect 
the  public  and  benefit  the  addict  by  eliminating  his  dependence  on 
addicting  drugs,  or  by  controlling  his  dependence,  and  his  suscepti- 
bility to  addiction. 

(e)  "Felony"  includes  any  offense  in  violation  of  a  law  of  the 
United  States  classified  as  a  felony  under  section  3581  of  title  18  of 
the  United  States  Code,  and  further  includes  any  offense  in  viola- 
tion of  a  law  of  any  State,  any  possession  or  territory  of  the  United 
States,  the  District  of  Columbia,  the  Canal  Zone,  or  the  Common- 
wealth of  Puerto  Rico,  which  at  the  time  of  the  offense  was  classi- 
fied as  a  felony  by  the  law  of  the  place  where  that  offense  was  com- 
mitted. 

(f)  "Conviction"  and  "convicted"  mean  the  final  judgment  on  a 
verdict  or  finding  of  guilty,  a  plea  of  guilty,  or  a  plea  of  nolo  con- 
tendere, but  do  not  include  a  final  judgment  which  has  been  ex- 
punged by  pardon,  reversed,  set  aside  or  otherwise  rendered  nuga- 
tory. 

(g)  "Eligible  individual"  means  any  individual  who  is  charged 
with  an  offense  against  the  United  States,  but  does  not  include — 

(1)  an  individual  charged  with  a  crime  of  violence. 

(2)  an  individual  charged  with  unlawfully  importing,  selling, 
or  conspiring  to  import  or  sell,  a  narcotic  drug. 

(3)  an  individual  against  whom  there  is  pending  a  prior 
charge  of  a  felony  which  has  not  been  finally  determined  or 
who  is  on  probation  or  whose  sentence  following  conviction  on 
such  a  charge,  including  any  time  on  parole,  supervised  re- 
lease, or  mandatory  release,  has  not  been  fully  served:  Provid- 
ed, That  an  individual  on  probation,  parole,  supervised  release, 
or  mandatory  release  shall  be  included  if  the  authority  author- 
ized to  require  his  return  to  custody  consents  to  his  commit- 
ment. 
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(4)  an  individual  who  has  been  convicted  of  a  felony  on  two 
or  more  occasions. 

(5)  an  individual  who  has  been  civilly  committed  under  this 
Act,  under  the  District  of  Columbia  Code,  or  any  State  proceed- 
ing because  of  narcotic  addiction  on  three  or  more  occasions. 

§  2902.  Discretionary  authority  of  court;  examination,  report,  and 
determination  by  court;  termination  of  civil  commit- 
ment 

(a)  If  the  United  States  district  court  believes  that  an  eligible  in- 
dividual is  an  addict,  the  court  may  advise  him  at  his  first  appear- 
ance or  thereafter  at  the  sole  discretion  of  the  court  that  the  pros- 
ecution of  the  criminal  charge  will  be  held  in  abeyance  if  he  elects 
to  submit  to  an  immediate  examination  to  determine  whether  he  is 
an  addict  and  is  likely  to  be  rehabilitated  through  treatment.  In  of- 
fering an  individual  an  election,  the  court  shall  advise  him  that  if 
he  elects  to  be  examined,  he  will  be  confined  during  the  examina- 
tion for  a  period  not  to  exceed  sixty  days;  that  if  he  is  determined 
to  be  an  addict  who  is  likely  to  be  rehabilitated,  he  will  be  civilly 
committed  to  the  Surgeon  General  for  treatment;  that  he  may  not 
voluntarily  withdraw  from  the  examination  or  any  treatment 
which  may  follow;  that  the  treatment  may  last  for  thirty-six 
months;  that  during  treatment,  he  will  be  confined  in  an  institu- 
tion and,  at  the  discretion  of  the  Surgeon  General,  he  may  be  con- 
ditionally released  for  supervised  aftercare  treatment  in  the  com- 
munity; and  that  if  he  successfully  completes  treatment  the  charge 
will  be  dismissed,  but  if  he  does  not,  prosecution  on  the  charge  will 
be  resumed.  An  individual  upon  being  advised  that  he  may  elect  to 
submit  to  an  examination  shall  be  permitted  a  maximum  of  five 
days  within  which  to  make  his  election.  Except  on  a  showing  that  a 
timely  election  could  not  have  been  made,  an  individual  shall  be 
barred  from  an  election  after  the  prescribed  period.  An  individual 
who  elects  civil  commitment  shall  be  placed  in  the  custody  of  the 
Attorney  General  or  the  Surgeon  General,  as  the  court  directs,  for 
an  examination  by  the  Surgeon  General  during  a  period  not  to 
exceed  thirty  days.  This  period  may,  upon  notice  to  the  court  and 
the  appropriate  United  States  attorney,  be  extended  by  the  Sur- 
geon General  for  an  additional  thirty  days. 

(b)  The  Surgeon  General  shall  report  to  the  court  the  results  of 
the  examination  and  recommend  whether  the  individual  should  be 
civilly  committed.  A  copy  of  the  report  shall  be  made  available  to 
the  individual  and  the  United  States  attorney.  If  the  court,  acting 
on  the  report  and  other  information  coming  to  its  attention,  deter- 
mines that  the  individual  is  not  an  addict  or  is  an  addict  not  likely 
to  be  rehabilitated  through  treatment,  the  individual  shall  be  held 
to  answer  the  abevant  charge.  If  the  court  determines  that  the  in- 
dividual is  an  addict  and  is  likely  to  be  rehabilitated  through  treat- 
ment, the  court  shall  commit  him  to  the  custody  of  the  Surgeon 
General  for  treatment,  except  that  no  individual  shall  be  commit- 
ted under  this  chapter  if  the  Surgeon  General  certifies  that  ade- 
quate facilities  or  personnel  for  treatment  are  unavailable. 

(c)  Whenever  an  individual  is  committed  to  the  custody  of  the 
Surgeon  General  for  treatment  under  this  chapter  the  criminal 
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charge  against  him  shall  be  continued  without  final  disposition  and 
shall  be  dismissed  if  the  Surgeon  General  certifies  to  the  court  that 
the  individual  has  successfully  completed  the  treatment  program. 
On  receipt  of  such  certification,  the  court  shall  discharge  the  indi- 
vidual from  custody  and  dismiss  the  charge  against  him.  If  prior  to 
such  certification  the  Surgeon  General  determines  that  the  individ- 
ual cannot  be  further  treated  as  a  medical  problem,  he  shall  advise 
the  court.  The  court  shall  thereupon  terminate  the  commitment, 
and  the  pending  criminal  proceeding  shall  be  resumed. 

(d)  An  individual  committed  for  examination  or  treatment  shall 
not  be  released  on  bail  or  on  his  own  recognizance. 

(e)  Whoever  escapes  or  attempts  to  escape  while  committed  to  in- 
stitutional custody  for  examination  or  treatment,  or  whoever  res- 
cues or  attempts  to  rescue  or  instigates,  aids,  or  assists  the  escape 
or  attempt  to  escape  of  such  a  person,  shall  be  subject  to  the  penal- 
ties provided  in  sections  751  and  752  of  title  18,  United  States  Code. 

§  2903.  Authority  and  responsibilities  of  the  Surgeon  General;  in- 
stitutional custody;  aftercare;  maximum  period  of  civil 
commitment;  credit  toward  sentence 

(a)  An  individual  who  is  committed  to  the  custody  of  the  Surgeon 
General  for  treatment  under  this  chapter  shall  not  be  conditionally 
released  from  institutional  custody  until  the  Surgeon  General  de- 
termines that  he  has  made  sufficient  progress  to  warrant  release  to 
a  supervisory  aftercare  authority.  If  the  Surgeon  General  is  unable 
to  make  such  a  determination  at  the  expiration  of  twenty-four 
months  after  the  commencement  of  institutional  custody,  he  shall 
advise  the  court  and  the  appropriate  United  States  attorneys 
whether  treatment  should  be  continued.  The  court  may  affirm  the 
commitment  or  terminate  it  and  resume  the  pending  criminal  pro- 
ceeding. 

(b)  An  individual  who  is  conditionally  released  from  institutional 
custody  shall,  while  on  release,  remain  in  the  legal  custody  of  the 
Surgeon  General  and  shall  report  for  such  supervised  aftercare 
treatment  as  the  Surgeon  General  directs.  He  shall  be  subject  to 
home  visits  and  to  such  physical  examination  and  reasonable  regu- 
lation of  his  conduct  as  the  supervisory  aftercare  authority  estab- 
lishes, subject  to  the  approval  of  the  Surgeon  General.  The  Surgeon 
General  may,  at  any  time,  order  a  conditionally  released  individual 
to  return  for  institutional  treatment.  The  Surgeon  General's  order 
shall  be  a  sufficient  warrant  for  the  supervisory  aftercare  author- 
ity, a  probation  officer,  or  any  Federal  officer  authorized  to  serve 
criminal  process  within  the  United  States  to  apprehend  and  return 
the  individual  to  institutional  custody  as  directed.  If  it  is  deter- 
mined that  an  individual  has  returned  to  the  use  of  narcotics,  the 
Surgeon  General  shall  inform  the  court  of  the  conditions  under 
which  the  return  occurred  and  make  a  recommendation  as  to 
whether  treatment  should  be  continued.  The  court  may  affirm  the 
commitment  or  terminate  it  and  resume  the  pending  criminal  pro- 
ceeding. 

(c)  The  total  period  of  treatment  for  any  individual  committed  to 
the  custody  of  the  Surgeon  General  shall  not  exceed  thirty-six 
months.  If,  at  the  expiration  of  such  maximum  period,  the  Surgeon 
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General  is  unable  to  certify  that  the  individual  has  successfully 
completed  his  treatment  program  the  pending  criminal  proceeding 
shall  be  resumed. 

(d)  Whenever  a  pending  criminal  proceeding  against  an  individ- 
ual is  resumed  under  this  chapter,  he  shall  receive  full  credit 
toward  the  service  of  any  sentence  which  may  be  imposed  for  any 
time  spent  in  the  institutional  custody  of  the  Surgeon  General  or 
the  Attorney  General  or  any  other  time  spent  in  institutional  cus- 
tody in  connection  with  the  matter  for  which  sentence  is  imposed. 

§  2904.  Civil  commitment  not  a  conviction;  use  of  test  results 

The  determination  of  narcotic  addiction  and  the  subsequent  civil 
commitment  under  this  chapter  shall  not  be  deemed  a  criminal 
conviction.  The  results  of  any  tests  or  procedures  conducted  by  the 
Surgeon  General  or  the  supervisory  aftercare  authority  to  deter- 
mine narcotic  addiction  may  only  be  used  in  a  further  proceeding 
under  this  chapter.  They  shall  not  be  used  against  the  examined 
individual  in  any  criminal  proceeding  except  that  the  fact  that  he 
is  a  narcotic  addict  may  be  elicited  on  his  cross-examination  as 
bearing  on  his  credibility  as  a  witness. 

§  2905.  Delegation  of  functions  by  Surgeon  General;  use  of  Feder- 
al, State,  and  private  facilities 

(a)  The  Surgeon  General  may  from  time  to  time  make  such  provi- 
sion as  he  deems  appropriate  authorizing  the  performance  of  any 
of  his  functions  under  this  chapter  by  any  other  officer  or  employ- 
ee of  the  Public  Health  Service,  or  with  the  consent  of  the  head  of 
the  Department  or  Agency  concerned,  by  any  Federal  or  other 
public  or  private  agency  or  officer  or  employee  thereof. 

(b)  The  Surgeon  General  is  authorized  to  enter  into  arrange- 
ments with  any  public  or  private  agency  or  any  person  under 
which  appropriate  facilities  or  services  of  such  agency  or  person, 
will  be  made  available,  on  a  reimbursable  basis  or  otherwise,  for 
the  examination  or  treatment  of  individuals  who  elect  civil  com- 
mitment under  this  chapter. 

§  2906.  Absence  of  offer  by  the  court  to  a  defendant  of  an  election 
under  section  2902(a)  or  any  determination  as  to  civil 
commitment,  not  reviewable  on  appeal  or  otherwise 

The  failure  of  a  court  to  offer  a  defendant  an  election  under  sec- 
tion 2902(a)  of  this  chapter,  or  a  determination  relative  to  civil 
commitment  under  this  chapter  shall  not  be  reviewable  on  appeal 
or  otherwise. 

TITLE  II— SENTENCING  TO  COMMITMENT  FOR  TREATMENT 

Sec.  201.  Title  18  of  the  United  States  Code  is  amended  by 
adding  after  chapter  313  thereof  the  following  new  chapter: 

[Chapter  314 — Narcotic  Addicts  was  repealed  by  section 
218(a)(6)  of  Public  Law  98-473  (98  Stat.  2027)3 
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TITLE  III— CIVIL  COMMITMENT  OF  PERSONS  NOT  CHARGED 
WITH  ANY  CRIMINAL  OFFENSE 

(References  in  brackets  [    ]  are  to  title  42,  United  States  Code) 

Sec.  301.  [3411 J  For  the  purposes  of  this  title,  the  term — 

(a)  "Narcotic  addict"  means  any  individual  who  habitually 
uses  any  narcotic  drug  as  defined  in  section  102(16)  of  the  Con- 
trolled Substances  Act  so  as  to  endanger  the  public  morals, 
health,  safety,  or  welfare,  or  who  is  or  has  been  so  far  addicted 
to  the  use  of  such  narcotic  drugs  as  to  have  lost  the  power  of 
self-control  with  reference  to  his  addiction. 

(b)  "Treatment"  includes  confinement  and  treatment  in  a 
hospital  of  the  Service  and  under  supervised  aftercare  in  the 
community  and  includes,  but  is  not  limited  to,  medical,  educa- 
tional, social,  psychological,  and  vocational  services,  corrective 
and  preventive  guidance  and  training  and  other  rehabilitative 
services  designed  to  protect  the  public  and  benefit  the  addict 
by  eliminating  his  dependence  on  addicting  drugs,  or  by  con- 
trolling his  dependence,  and  his  susceptibility  to  addiction. 

(c)  "Surgeon  General"  means  the  Surgeon  General  of  the 
Public  Health  Service. 

(d)  "Hospital  of  the  Service"  means  any  hospital  or  other  fa- 
cility of  the  Public  Health  Service  especially  equipped  for  the 
accommodation  of  addicts,  and  any  other  appropriate  public  or 
private  hospital  or  other  facility  available  to  the  Surgeon  Gen- 
eral for  the  care  and  treatment  of  addicts. 

(e)  "Patient"  means  any  person  with  respect  to  whom  a  peti- 
tion has  been  filed  by  a  United  States  attorney  as  provided 
under  subsection  (b)  of  section  302  of  this  title. 

(f)  "Posthospitalization  program"  shall  mean  any  program 
providing  for  the  treatment  and  supervision  of  a  person  estab- 
lished by  the  Surgeon  General  pursuant  to  section  307  of  this 
title. 

(g)  "State"  includes  the  District  of  Columbia  and  the  Com- 
monwealth of  Puerto  Rico. 

(h)  "United  States"  includes  the  Commonwealth  of  Puerto 
Rico. 

(i)  "Related  individual"  means  any  person  with  whom  the  al- 
leged narcotic  addict  may  reside  or  at  whose  house  he  may  be, 
or  the  husband  or  wife,  father  or  mother,  brother  or  sister,  or 
the  child  or  the  nearest  available  relative  of  the  alleged  narcot- 
ic addict. 

Sec.  302.  [3412]  (a)  Except  as  otherwise  provided  in  section  311 
of  this  title,  whenever  any  narcotic  addict  desires  to  obtain  treat- 
ment for  his  addiction,  or  whenever  a  related  individual  has  reason 
to  believe  that  any  person  is  a  narcotic  addict,  such  addict  or  relat- 
ed individual  may  file  a  petition  with  the  United  States  attorney 
for  the  district  in  which  such  addict  or  person  resides  or  is  found 
requesting  that  such  addict  or  person  be  admitted  to  a  hospital  of 
the  Service  for  treatment  of  his  addiction.  Any  such  petition  filed 
by  a  narcotic  addict  shall  set  forth  his  name  and  address  and  the 
facts  relating  to  his  addiction.  Any  such  petition  filed  by  a  related 
individual  with  respect  to  a  person  believed  by  such  individual  to 
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be  a  narcotic  addict  shall  set  forth  the  name  and  address  of  the  al- 
leged narcotic  addict  and  the  facts  or  other  data  on  which  the  peti- 
tioner bases  his  belief  that  the  person  with  respect  to  whom  the  pe- 
tition is  filed  is  a  narcotic  addict. 

(b)  After  considering  such  petition,  the  United  States  attorney 
shall,  if  he  determines  that  there  is  reasonable  cause  to  believe 
that  the  person  named  in  such  petition  is  a  narcotic  addict,  and 
that  appropriate  State  or  other  facilities  are  not  available  to  such 
person,  file  a  petition  with  the  United  States  district  court  to 
commit  such  person  to  a  hospital  of  the  Service  for  treatment  as 
provided  in  this  title.  In  making  his  determination  with  respect  to 
the  nonavailability  of  such  facilities,  the  United  States  attorney 
shall  consult  with  the  Surgeon  General  and  other  appropriate 
State  or  local  officials. 

(c)  Upon  the  filing  of  any  such  petition  by  a  United  States  attor- 
ney, the  court  may  order  the  patient  to  appear  before  it  for  an  ex- 
amination by  physicians  as  provided  under  section  303  of  this  title 
and  for  a  hearing,  if  required,  under  section  304  of  this  title.  The 
court  shall  cause  a  copy  of  such  petition  and  order  to  be  served  per- 
sonally upon  the  patient  by  a  United  States  marshal. 

Sec.  303.  [3413]  The  court  shall  immediately  advise  any  patient 
appearing  before  it  pursuant  to  an  order  issued  under  subsection 
(c)  of  section  302  of  his  right  to  have  (1)  counsel  at  every  stage  of 
the  judicial  proceedings  under  this  title  and  that,  if  he  is  unable 
because  of  financial  reasons  to  obtain  counsel,  the  court  will,  at  the 
patient's  request,  assign  counsel  to  represent  him;  and  (2)  present 
for  consultation  during  any  examination  conducted  under  this  sec- 
tion, a  qualified  physician  retained  by  such  patient,  but  in  no  event 
shall  such  physician  be  entitled  to  participate  in  any  such  exami- 
nation or  in  the  making  of  any  report  required  under  this  section 
with  respect  to  such  examination.  The  court  shall  also  advise  such 
patient  that  if,  after  an  examination  and  hearing  as  provided  in 
this  title,  he  is  found  to  be  a  narcotic  addict  who  is  likely  to  be  re- 
habilitated through  treatment,  he  will  be  civilly  committed  to  the 
Surgeon  General  for  treatment;  that  he  may  not  voluntarily  with- 
draw from  such  treatment;  that  the  treatment  (including  posthospi- 
talization  treatment  and  supervision)  may  last  forty-two  months; 
that  during  treatment  he  will  be  confined  in  an  institution;  that  for 
a  period  of  three  years  following  his  release  from  confinement  he 
will  be  under  the  care  and  custody  of  the  Surgeon  General  for 
treatment  and  supervision  under  a  posthospitalization  program  es- 
tablished by  the  Surgeon  General;  and  that  should  he  fail  or  refuse 
to  cooperate  in  such  posthospitalization  program  or  be  determined 
by  the  Surgeon  General  to  have  relapsed  to  the  use  of  narcotic 
drugs,  he  may  be  recommitted  for  additional  confinement  in  an  in- 
stitution followed  by  additional  posthospitalization  treatment  and 
supervision.  After  so  advising  the  patient  the  court  shall  appoint 
two  qualified  physicians,  one  of  whom  shall  be  a  psychiatrist,  to  ex- 
amine the  patient.  For  the  purpose  of  the  examination,  the  court 
may  order  the  patient  committed  for  such  reasonable  period  as  it 
shall  determine,  not  to  exceed  thirty  days,  to  the  custody  of  the 
Surgeon  General  for  confinement  in  a  suitable  hospital  or  other  fa- 
cility designated  by  the  court.  Each  physician  appointed  by  the 
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court  shall,  within  such  period  so  determined  by  the  court,  exam- 
ine the  patient  and  file  with  the  court,  a  written  report  with  re- 
spect to  such  examination.  Each  such  report  shall  include  a  state- 
ment of  the  examining  physician's  conclusions  as  to  whether  the 
patient  examined  is  a  narcotic  addict  and  is  likely  to  be  rehabilitat- 
ed through  treatment.  Upon  the  filing  of  such  reports,  the  patient 
so  examined  shall  be  returned  to  the  court  for  such  further  pro- 
ceedings as  it  may  direct  under  this  title.  Copies  of  such  reports 
shall  be  made  available  to  the  patient  and  his  counsel. 

Sec.  304.  [3414  J  (a)  If  both  examining  physicians  (referred  to  in 
section  303)  conclude  in  their  respective  written  reports  that  the 
patient  is  not  a  narcotic  addict,  or  is  an  addict  not  likely  to  be  re- 
habilitated through  treatment,  the  court  shall  immediately  enter 
an  order  discharging  the  patient  and  dismissing  the  proceedings 
under  this  title.  If  the  written  report  of  either  such  physician  indi- 
cates that  the  patient  is  a  narcotic  addict  who  is  likely  to  be  reha- 
bilitated through  treatment,  or  that  the  physician  submitting  the 
report  is  unable  to  reach  any  conclusion  by  reason  of  the  refusal  of 
the  patient  to  submit  to  a  thorough  examination,  the  court  shall 
promptly  set  the  case  for  hearing.  The  court  shall  cause  a  written 
notice  of  the  time  and  place  of  such  hearing  to  be  served  personally 
upon  the  patient  and  his  attorney.  Such  notice  shall  also  inform 
the  patient  that  upon  demand  made  by  him  within  fifteen  days 
after  he  has  been  served,  he  shall  be  entitled  to  have  all  issues  of 
fact  with  respect  to  his  alleged  narcotic  addiction  determined  by  a 
jury.  If  no  timely  demand  for  a  jury  is  made,  the  court,  in  conduct- 
ing such  hearing,  shall  determine  all  issues  of  fact  without  a  jury. 

(b)  In  conducting  any  hearing  under  this  title,  the  court  shall  re- 
ceive and  consider  all  relevant  evidence  and  testimony  which  may 
be  offered,  including  the  contents  of  the  reports  referred  to  in  sec- 
tion 303.  Any  patient  with  respect  to  whom  a  hearing  is  held  under 
this  title  shall  be  entitled  to  testify  and  to  present  and  cross-exam- 
ine witnesses.  All  final  orders  of  commitment  under  this  title  shall 
be  subject  to  review  in  conformity  with  the  provisions  of  sections 
1254  and  1291  of  title  28  of  the  United  States  Code. 

(c)  Any  patient  with  respect  to  whom  a  hearing  has  been  set 
under  this  title  may  be  detained  by  the  court  for  a  reasonable 
period  of  time  in  a  suitable  hospital  or  other  facility  designated  by 
the  court  until  after  such  hearing  has  been  concluded. 

(d)  Witnesses  subpenaed  by  either  party  under  the  provisions  of 
this  title  shall  be  paid  the  same  fees  and  mileage  as  are  paid  to 
other  witnesses  in  the  courts  of  the  United  States. 

Sec.  305.  [3415]  If  the  court  determines  after  a  hearing  that 
such  patient  is  a  narcotic  addict  who  is  likely  to  be  rehabilitated 
through  treatment,  the  court  shall  order  him  committed  to  the 
care  and  custody  of  the  Surgeon  General  for  treatment  in  a  hospi- 
tal of  the  Service.  The  Surgeon  General  shall  submit  to  the  court 
written  reports  with  respect  to  such  patient  at  such  times  as  the 
court  may  direct.  Such  reports  shall  include  information  as  to  the 
health  and  general  condition  of  the  patient,  together  with  the  rec- 
ommendations of  the  Surgeon  General  concerning  the  continued 
confinement  of  such  patient. 
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Sec.  306.  [3416]  Any  patient  committed  to  the  care  and  custody 
of  the  Surgeon  General  pursuant  to  section  305  of  this  title  shall  be 
committed  for  a  period  of  six  months,  and  shall  be  subject  to  such 
posthospitalization  program  as  may  be  established  pursuant  to  sec- 
tion 307  of  this  title;  except  that  such  patient  may  be  released  from 
confinement  by  the  Surgeon  General  at  any  time  prior  to  the  expi- 
ration of  such  six-month  period  if  the  Surgeon  General  determines 
that  the  patient  has  been  cured  of  his  drug  addiction  and  rehabili- 
tated, or  that  his  continued  confinement  is  no  longer  necessary  or 
desirable. 

Sec.  307.  [3417]  (a)  Whenever  any  patient  under  the  care  and 
custody  of  the  Surgeon  General  pursuant  to  this  title  is  to  be  re- 
leased from  confinement  in  accordance  with  the  provisions  thereof, 
the  Surgeon  General  shall  give  notice  of  such  pending  release  to 
the  committing  court  within  ten  days  prior  thereto  and  shall,  at 
the  time  of  the  patient's  release,  promptly  return  him  to  that 
court.  The  court,  after  considering  the  recommendations  of  the  Sur- 
geon General  with  respect  to  posthospitalization  treatment  for  any 
such  patient  so  returned,  may  place  such  patient  under  the  care 
and  custody  of  the  Surgeon  General  for  the  three-year  period  im- 
mediately following  the  patient's  release,  for  treatment  and  super- 
vision under  such  posthospitalization  program  as  the  Surgeon  Gen- 
eral may  direct. 

(b)  If,  at  any  time  during  such  three-year  period,  any  patient  (1) 
fails  or  refuses  to  comply  with  the  directions  and  orders  of  the  Sur- 
geon General  in  connection  with  such  patient's  posthospitalization 
treatment  and  supervision,  or  (2)  is  determined  by  the  Surgeon 
General  to  be  again  using  narcotic  drugs,  the  Surgeon  General  may 
order  such  patient's  immediate  return  to  the  committing  court 
which  may  recommit  such  patient  to  a  hospital  of  the  Service  for 
additional  treatment  for  a  period  of  not  to  exceed  six  months,  and 
may  require  such  patient  thereafter  to  submit  to  a  posthospitaliza- 
tion program  in  accordance  with  subsection  (a)  of  this  section. 

Sec.  308.  [3418]  The  court,  upon  the  petition  of  any  patient 
after  his  confinement  pursuant  to  this  title  for  a  period  in  excess  of 
three  months,  shall  inquire  into  the  health  and  general  condition 
of  the  patient  and  as  to  the  necessity,  if  any,  for  his  continued  con- 
finement. If  the  court  finds,  with  or  without  a  hearing,  that  his 
continued  confinement  is  no  longer  necessary  or  desirable,  it  shall 
order  the  patient  released  from  confinement  and  returned  to  the 
court.  The  court  may,  with  respect  to  any  such  patient  so  returned, 
place  such  patient  under  a  posthospitalization  program  in  accord- 
ance with  the  provisions  of  subsection  (a)  of  section  307  of  this  title. 

Sec.  309.  [3419]  Any  determination  by  the  court  pursuant  to 
this  title  that  a  patient  is  a  narcotic  addict  shall  not  be  deemed  a 
criminal  conviction,  nor  shall  such  patient  be  denominated  a  crimi- 
nal by  reason  of  that  determination.  The  results  of  any  hearing,  ex- 
amination, test,  or  procedure  to  determine  narcotic  addiction  of 
any  patient  under  this  title  shall  not  be  used  against  such  patient 
in  any  criminal  proceeding. 

Sec.  310.  [3420]  Any  physician  conducting  an  examination 
under  this  title  shall  be  a  competent  and  compellable  witness  at 
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any  hearing  or  other  proceeding  conducted  pursuant  to  this  title 
and  the  physician-patient  privilege  shall  not  be  applicable. 

Sec.  311.  [3421]  The  provisions  of  this  title  shall  not  be  applica- 
ble with  respect  to  any  person  against  whom  there  is  pending  a 
criminal  charge,  whether  by  indictment  or  by  information,  which 
has  not  been  fully  determined  or  who  is  on  probation  or  whose  sen- 
tence following  conviction  on  such  a  charge,  including  any  time  on 
parole  or  mandatory  release,  has  not  been  fully  served,  except  that 
such  provision  shall  be  applicable  to  any  such  person  on  probation, 
parole,  or  mandatory  release  if  the  authority  authorized  to  require 
his  return  to  custody  consents  to  his  commitment. 

Sec.  312.  [3422]  Notwithstanding  any  other  provision  of  this 
title,  no  patient  shall  be  committed  to  a  hospital  of  the  Service 
under  this  title  if  the  Surgeon  General  certifies  that  adequate  fa- 
cilities or  personnel  for  treatment  of  such  patient  are  unavailable. 

Sec.  313.  [3423]  Physicians  appointed  by  the  court  to  examine 
any  person  pursuant  to  this  title  and  counsel  assigned  by  the  court 
to  represent  any  person  in  judicial  proceedings  under  this  title 
shall  be  entitled  to  reasonable  compensation,  in  an  amount  to  be 
determined  by  the  court,  to  be  paid,  upon  order  of  the  court,  out  of 
such  funds  as  may  be  provided  by  law. 

Sec.  314.  [3424]  (a)  The  Surgeon  General  may  from  time  to  time 
make  such  provisions  as  he  deems  appropriate  authorizing  the  per- 
formance of  any  of  his  functions  under  this  title  by  any  other  offi- 
cer or  employees  of  the  Public  Health  Service,  or  with  the  consent 
of  the  head  of  the  Department  or  Agency  concerned,  by  any  Feder- 
al or  other  public  or  private  agency  or  officer  or  employee  thereof. 

(b)  The  Surgeon  General  is  authorized  to  enter  into  arrange- 
ments with  any  public  or  private  agency  or  any  person  under 
which  appropriate  facilities  or  services  of  such  agency  or  person 
will  be  made  available,  on  a  reimbursable  basis  or  otherwise,  for 
the  examination  or  treatment  of  individuals  pursuant  to  the  provi- 
sions of  this  title. 

Sec.  315.  [3425]  Whoever  escapes  or  attempts  to  escape  while 
committed  to  institutional  custody  for  examination  or  treatment 
under  this  title,  or  whoever  rescues  or  attempts  to  rescue  or  insti- 
gates, aids,  or  assists  the  escape  or  attempt  to  escape  of  such  a 
person,  shall  be  subject  to  the  penalties  provided  in  sections  751 
and  752  of  title  18,  United  States  Code. 

Sec.  316.  [3426]  Any  person  who  knowingly  makes  any  false 
statement  to  the  United  States  attorney  in  any  petition  under  sec- 
tion 302(a)  of  this  title  shall  be  subject  to  the  penalty  prescribed  in 
section  1001  of  title  18,  United  States  Code. 

TITLE  IV— REHABILITATION  AND  POSTHOSPITALIZATION 
CARE  PROGRAMS  AND  ASSISTANCE  TO  STATES  AND 
LOCALITIES 

Sec.  401.  [3441]  The  Surgeon  General  is  authorized  to  establish, 
as  an  integral  part  of  the  program  of  treatment  for  narcotic  addic- 
tion authorized  by  section  341  of  the  Public  Health  Service  Act, 
outpatient  services  to  (1)  provide  guidance  and  give  psychological 
help  and  supervision  to  patients  and  other  individuals  released 
from  hospitals  of  the  Service  after  treatment  for  narcotic  drug  ad- 
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diction,  utilizing  all  available  resources  of  local,  public  and  private 
agencies,  and  (2)  assist  States  and  municipalities  in  developing 
treatment  programs  and  facilities  for  individuals  so  addicted,  in- 
cluding posthospitalization  treatment  programs  and  facilities  for 
the  care  and  supervision  of  narcotic  addicts  released  after  confine- 
ment under  this  or  any  other  Act  providing  for  treatment  of  drug 
addiction.  The  Surgeon  General  shall  take  into  consideration  in 
supplying  such  services  the  extent  of  drug  addiction  in  the  various 
States  and  political  subdivisions  thereof  and  the  willingness  of  such 
States  and  subdivisions  to  cooperate  in  developing  a  sound  program 
for  the  care,  treatment,  and  rehabilitation  of  narcotic  addicts. 

TITLE  V— SENTENCING  AFTER  CONVICTION  FOR  VIOLA- 
TION OF  LAW  RELATING  TO  NARCOTIC  DRUGS  OR  MARI- 
HUANA 1 


TITLE  VI— MISCELLANEOUS  PROVISIONS 
Sec.  601.  2  *  *  * 

Sec.  602.  [3402]  The  Surgeon  General  and  the  Attorney  Gener- 
al are  authorized  to  give  representatives  of  States  and  local  subdi- 
visions thereof  the  benefit  of  their  experience  in  the  care,  treat- 
ment, and  rehabilitation  of  narcotic  addicts  so  that  each  State  may 
be  encouraged  to  provide  adequate  facilities  and  personnel  for  the 
care  and  treatment  of  narcotic  addicts  in  its  jurisdiction. 

Sec.  603.  2  **  *  * 

Sec.  604.  If  any  provision  of  this  Act  or  the  application  thereof  to 
any  person  or  circumstance  is  held  invalid,  the  remainder  of  the 
Act  and  the  application  of  such  provision  to  other  persons  not  simi- 
larly situated  or  to  other  circumstances  shall  not  be  affected  there- 
by. 

Sec.  605.  Title  I  of  this  Act  shall  take  effect  three  months  after 
the  date  of  its  enactment,  and  shall  apply  to  any  case  pending  in  a 
district  court  of  the  United  States  in  which  an  appearance  has  not 
been  made  prior  to  such  effective  date.  Titles  II  and  V  of  this  Act 
shall  take  effect  three  months  after  the  date  of  its  enactment  and 
shall  apply  to  any  case  pending  in  any  court  of  the  United  States 
in  which  sentence  has  not  yet  been  imposed  as  of  such  effective 
date.  Title  III  of  this  Act  shall  take  effect  three  months  after  the 
date  of  its  enactment. 

Sec.  606.  The  provisions  of  this  Act  shall  be  subject  to  the  provi- 
sions of  Reorganization  Plan  No.  3  of  1966. 3 

Sec.  607.  There  are  authorized  to  be  appropriated  such  sums  as 
are  necessary  to  carry  out  the  provisions  of  this  Act. 


1  Superseded  by  Controlled  Substances  Act. 
2Amends  other  laws. 

3  Reorganization  Plan  No.  3  of  1966  transferred  all  statutory  powers  and  functions  of  the  Sur- 
geon General,  and  other  officers  of  the  Public  Health  Service,  to  the  Secretary  of  Health,  Educa- 
tion, and  Welfare.  The  provisions  of  this  Act  should  be  read  in  the  light  of  this  transfer  of  statu- 
tory functions. 
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(References  in  brackets  [    ]  are  to  title  15,  United  States  Code) 
[Public  Law  89-92,  Approved  July  27,  1965] 

AN  ACT  To  regulate  the  labeling  of  cigarettes,  and  for  other  purposes. 

Be  it  enacted  by  the  Senate  and  House  of  Representatives  of  the 
United  States  of  America  in  Congress  assembled,  That  this  Act  may 
be  cited  as  the  ' 'Federal  Cigarette  Labeling  and  Advertising  Act". 

DECLARATION  OF  POLICY 

Sec.  2.  [1331]  It  is  the  policy  of  the  Congress,  and  the  purpose 
of  this  Act,  to  establish  a  comprehensive  Federal  program  to  deal 
with  cigarette  labeling  and  advertising  with  respect  to  any  rela- 
tionship between  smoking  and  health,  whereby — 

(1)  the  public  may  be  adequately  informed  about  any  adverse 
health  effects  of  cigarette  smoking  by  inclusion  of  warning  no- 
tices on  each  package  of  cigarettes  and  in  each  advertisement 
of  cigarettes;  and 

(2)  commerce  and  the  national  economy  may  be  (A)  protected 
to  the  maximum  extent  consistent  with  this  declared  policy 
and  (B)  not  impeded  by  diverse,  nonuniform,  and  confusing  cig- 
arette labeling  and  advertising  regulations  with  respect  to  any 
relationship  between  smoking  and  health. 

DEFINITIONS 

Sec.  3.  [1332]  As  used  in  this  Act— 

(1)  The  term  "cigarette"  means — 

(A)  any  roll  of  tobacco  wrapped  in  paper  or  in  any  sub- 
stance not  containing  tobacco,  and 

(B)  any  roll  of  tobacco  wrapped  in  any  substance  con- 
taining tobacco  which,  because  of  its  appearance,  the  type 
of  tobacco  used  in  the  filler,  or  its  packaging  and  labeling, 
is  likely  to  be  offered  to,  or  purchased  by,  consumers  as  a 
cigarette  described  in  subparagraph  (A). 

(2)  The  term  "commerce"  means  (A)  commerce  between  any 
State,  the  District  of  Columbia,  the  Commonwealth  of  Puerto 
Rico,  Guam,  the  Virgin  Islands,  American  Samoa,  Wake 
Island,  Midway  Islands,  Kingman  Reef,  or  Johnston  Island  and 
any  place  outside  thereof;  (B)  commerce  between  points  in  any 
State,  the  District  of  Columbia,  the  Commonwealth  of  Puerto 
Rico,  Guam,  the  Virgin  Islands,  American  Samoa,  Wake 
Island,  Midway  Islands,  Kingman  Reef,  or  Johnston  Island,  but 
through  any  place  outside  thereof;  or  (C)  commerce  wholly 
within  the  District  of  Columbia,  Guam,  the  Virgin  Islands, 
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American  Samoa,  Wake  Island,  Midway  Islands,  Kingman 
Reef,  or  Johnston  Island. 

(3)  The  term  "United  States",  when  used  in  a  geographical 
sense,  includes  the  several  States,  the  District  of  Columbia,  the 
Commonwealth  of  Puerto  Rico,  Guam,  the  Virgin  Islands, 
American  Samoa,  Wake  Island,  Midway  Islands,  Kingman 
Reef,  and  Johnston  Island.  The  term  "State"  includes  any  po- 
litical division  of  any  State. 

(4)  The  term  "package"  means  a  pack,  box,  carton,  or  con- 
tainer of  any  kind  in  which  cigarettes  are  offered  for  sale,  sold, 
or  otherwise  distributed  to  consumers. 

(5)  The  term  "person"  means  an  individual,  partnership,  cor- 
poration, or  any  other  business  or  legal  entity. 

(6)  The  term  "sale  or  distribution"  includes  sampling  or  any 
other  distribution  not  for  sale. 

(7)  The  term  "little  cigar"  means  any  roll  of  tobacco  wrapped 
in  leaf  tobacco  or  any  substance  containing  tobacco  (other  than 
any  roll  of  tobacco  which  is  a  cigarette  within  the  meaning  of 
subsection  (1))  and  as  to  which  one  thousand  units  weigh  not 
more  than  three  pounds. 

(8)  The  term  "brand  style"  means  a  variety  of  cigarettes  dis- 
tinguished by  the  tobacco  used,  tar  and  nicotine  content,  fla- 
voring used,  size  of  the  cigarette,  filtration  on  the  cigarette,  or 
packaging. 

(9)  The  term  "Secretary"  means  the  Secretary  of  Health  and 
Human  Services. 

LABELING 

Sec.  4.  [1333]  (a)(1)  It  shall  be  unlawful  for  any  person  to  manu- 
facture, package,  or  import  for  sale  or  distribution  within  the 
United  States  any  cigarettes  the  package  of  which  fails  to  bear,  in 
accordance  with  the  requirements  of  this  section,  one  of  the  follow- 
ing labels: 

SURGEON  GENERAL'S  WARNING:  Smoking  Causes  Lung 
Cancer,  Heart  Disease,  Emphysema,  And  May  Complicate 
Pregnancy. 

SURGEON  GENERAL'S  WARNING:  Quitting  Smoking  Now 
Greatly  Reduces  Serious  Risks  to  Your  Health. 
SURGEON  GENERAL'S  WARNING:  Smoking  by  Pregnant 
Women  May  Result  in  Fetal  Injury,  Premature  Birth,  And 
Low  Birth  Weight. 

SURGEON  GENERAL'S  WARNING:  Cigarette  Smoke  Con- 
tains Carbon  Monoxide. 
(2)  It  shall  be  unlawful  for  any  manufacturer  or  importer  of  ciga- 
rettes to  advertise  or  cause  to  be  advertised  (other  than  through 
the  use  of  outdoor  billboards)  within  the  United  States  any  ciga- 
rette unless  the  advertising  bears,  in  accordance  with  the  require- 
ments of  this  section,  one  of  the  following  labels: 

SURGEON  GENERAL'S  WARNING:  Smoking  Causes  Lung 
Cancer,  Heart  Disease,  Emphysema,  And  May  Complicate 
Pregnancy. 

SURGEON  GENERAL'S  WARNING:  Quitting  Smoking  Now 
Greatly  Reduces  Serious  Risks  to  Your  Health. 
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SURGEON  GENERAL'S  WARNING:  Smoking  by  Pregnant 
Women  May  Result  in  Fetal  Injury,  Premature  Birth,  And 
Low  Birth  Weight. 

SURGEON  GENERAL'S  WARNING:  Cigarette  Smoke  Con- 
tains Carbon  Monoxide. 
(3)  It  shall  be  unlawful  for  any  manufacturer  or  importer  of  ciga- 
rettes to  advertise  or  cause  to  be  advertised  within  the  United 
States  through  the  use  of  outdoor  billboards  any  cigarette  unless 
the  advertising  bears,  in  accordance  with  the  requirements  of  this 
section,  one  of  the  following  labels: 

SURGEON  GENERAL'S  WARNING:  Smoking  Causes  Lung 
Cancer,  Heart  Disease,  And  Emphysema. 

SURGEON  GENERAL'S  WARNING:  Quitting  Smoking  Now 
Greatly  Reduces  Serious  Health  Risks. 

SURGEON  GENERAL'S  WARNING:  Pregnant  Women  Who 
Smoke  Risk  Fetal  Injury,  And  Premature  Birth. 
SURGEON  GENERAL'S  WARNING:  Cigarette  Smoke  Con- 
tains Carbon  Monoxide. 
(b)(1)  Each  label  statement  required  by  paragraph  (1)  of  subsec- 
tion (a)  shall  be  located  in  the  place  label  statements  were  placed 
on  cigarete  packages  as  of  the  date  of  the  enactment  of  this  subsec- 
tion. The  phrase  "Surgeon  General's  Warning"  shall  appear  in  cap- 
ital letters  and  the  size  of  all  other  lettes  in  the  label  shall  be  the 
same  as  the  size  of  such  letters  as  of  such  date  of  enactment.  All 
the  letters  in  the  label  shall  appear  in  conspicuous  and  legible  type 
in  contrast  by  typography,  layout,  or  color  with  all  other  printed 
material  on  the  package. 

(2)  The  format  of  each  label  statement  required  by  paragaph  (2) 
of  subsection  (a)  shall  be  the  format  required  for  label  statements 
in  cigarette  advertising  as  of  the  date  of  the  enactment  of  this  sub- 
section, except  that  the  phrase  "Surgeon  General's  Warning"  shall 
appear  in  capital  letters,  the  area  of  the  rectangle  enclosing  the 
label  shall  be  50  per  centum  larger  in  size  with  a  corresponding  in- 
crease in  the  size  of  the  type  in  the  label,  the  width  of  the  rule 
forming  the  border  around  the  label  shall  be  twice  that  in  effect  on 
such  date,  and  the  label  may  be  placed  at  a  distance  from  the  other 
edge  of  the  advertisement  which  is  one-half  the  distance  permitted 
on  such  date.  Each  label  statement  shall  appear  in  conspicuous  and 
legible  type  in  contrast  by  typography,  layout,  or  color  with  all 
other  printed  material  in  the  advertisement. 

(3)  The  format  and  type  style  of  each  label  statement  required  by 
paragraph  (3)  of  subsection  (a)  shall  be  the  format  and  type  style 
required  in  outdoor  billboard  advertising  as  of  the  date  of  the  en- 
actment of  this  subsection.  Each  such  label  statement  shall  be 
printed  in  capital  letters  of  the  height  of  the  tallest  letter  in  a  label 
statement  on  outdoor  advertising  of  the  same  dimension  on  such 
date  of  enactment.  Each  such  label  statement  shall  be  enclosed  by 
a  black  border  which  is  located  within  the  perimeter  of  the  format 
required  in  outdoor  billboard  advertising  of  the  same  dimension  on 
such  date  of  enactment  and  the  width  of  which  is  twice  the  width 
of  the  vertical  element  of  any  letter  in  the  label  statement  within 
the  border. 


Sec.  5 


FEDERAL  CIGARETTE  LABELING 


342 


(c)  (1)  Except  as  provided  in  paragraph  (2),  the  label  statements 
specified  in  paragraphs  (1),  (2),  and  (3)  of  subsection  (a)  shall  be  ro- 
tated by  each  manufacturer  or  importer  of  cigarettes  quarterly  in 
alternating  sequence  on  packages  of  each  brand  of  cigarettes  manu- 
factured by  the  manufacturer  or  importer  and  in  the  advertise- 
ments for  each  such  brand  of  cigarettes  in  accordance  with  a  plan 
submitted  by  the  manufacturer  or  importer  and  approved  by  the 
Federal  Trade  Commission.  The  Federal  Trade  Commission  shall 
approve  a  plan  submitted  by  a  manufacturer  or  importer  of  ciga- 
rettes which  will  provide  the  rotation  required  by  this  subsection 
and  which  assures  that  all  of  the  labels  required  by  paragraphs  (1), 
(2),  and  (3)  will  be  displayed  by  the  manufacturer  or  importer  at 
the  same  time. 

(2)(A)  A  manufacturer  or  importer  of  cigarettes  may  apply  to  the 
Federal  Trade  Commission  to  have  the  label  rotation  described  in 
subparagraph  (C)  apply  with  respect  to  a  brand  style  of  cigarettes 
manufactured  or  imported  by  such  manufacturer  or  importer  if — 

(i)  the  number  of  cigarettes  of  such  brand  style  sold  in  the 
fiscal  year  of  the  manufacturer  or  importer  preceding  the  sub- 
mission of  the  application  is  less  than  one-fourth  of  1  percent 
of  all  the  cigarettes  sold  in  the  United  States  in  such  year,  and 

(ii)  more  than  one-half  of  the  cigarettes  manufactured  or  im- 
ported by  such  manufacturer  or  importer  for  sale  in  the 
United  States  are  packaged  into  brand  styles  which  meet  the 
requirements  of  clause  (i). 

If  an  application  is  approved  by  the  Commission,  the  label  rotation 
described  in  subparagraph  (C)  shall  apply  with  respect  to  the  appli- 
cant during  the  one-year  period  beginning  on  the  date  of  the  appli- 
cation approval. 

(B)  An  applicant  under  subparagraph  (A)  shall  include  in  its  ap- 
plication a  plan  under  which  the  label  statements  specified  in  para- 
graph (1)  of  subsection  (a)  will  be  rotated  by  the  applicant  manufac- 
turer or  importer  in  accordance  with  the  label  rotation  described  in 
subparagraph  (C). 

(C)  Under  the  label  rotation  which  the  manufacturer  or  importer 
with  an  approved  application  may  put  into  effect  each  of  the  labels 
specified  in  paragraph  (1)  of  subsection  (a)  shall  appear  on  the 
packages  of  each  brand  style  of  cigarettes  with  respect  to  which  the 
application  was  approved  an  equal  number  of  times  within  the 
twelve-month  period  beginning  on  the  date  of  the  approval  by  the 
Commission  of  the  application. 

(d)  Subsection  (a)  does  not  apply  to  a  distributor  a  retailer  of 
cigarettes  who  does  not  manufacture,  package,  or  import  cigarettes 
for  sale  or  distribution  within  the  United  States. 

PREEMPTION 

Sec.  5.  [1334]  (a)  No  statement  relating  to  smoking  and  health, 
other  than  the  statement  required  by  section  4  of  this  Act,  shall  be 
required  on  any  cigarette  package. 

(b)  No  requirement  or  prohibition  based  on  smoking  and  health 
shall  be  imposed  under  State  law  with  respect  to  the  advertising  or 
promotion  of  any  cigarettes  the  packages  of  which  are  labeled  in 
conformity  with  the  provisions  of  this  Act. 


343 


FEDERAL  CIGARETTE  LABELING 


Sec.  7 


UNLAWFUL  ADVERTISEMENTS 

Sec.  6.  [1335]  After  January  1,  1971,  it  shall  be  unlawful  to  ad- 
vertise cigarettes  and  little  cigars  on  any  medium  of  electronic 
communication  subject  to  the  jurisdiction  of  the  Federal  Communi- 
cations Commission. 

CIGARETTE  INGREDIENTS 

Sec.  7.  [1335a]  (a)  Each  person  who  manufactures,  packages,  or 
imports  cigarettes  shall  annually  provide  the  Secretary  with  a  list 
of  the  ingredients  added  to  tobacco  in  the  manufacture  of  ciga- 
rettes which  does  not  identify  the  company  which  uses  the  ingredi- 
ents or  the  brand  of  cigarettes  which  contain  the  ingredients.  A 
person  or  group  of  persons  required  to  provide  a  list  by  this  subsec- 
tion may  designate  an  individual  or  entity  to  provide  the  list  re- 
quired by  this  subsection. 

(b)(1)  At  such  times  as  the  Secretary  considers  appropriate,  the 
Secretary  shall  transmit  to  the  Congress  a  report,  based  on  the  in- 
formation provided  under  subsection  (a),  respecting — 

(A)  a  summary  of  research  activities  and  proposed  research 
activities  on  the  health  effects  of  ingredients  added  to  tobacco 
in  the  manufacture  of  cigarettes  and  the  findings  of  such  re- 
search; 

(B)  information  pertaining  to  any  such  ingredient  which  in 
the  judgment  of  the  Secretary  poses  a  health  risk  to  cigarette 
smokers;  and 

(C)  any  other  information  which  the  Secretary  determines  to 
be  in  the  public  interest. 

(2)(A)  Any  information  provided  to  the  Secretary  under  subsec- 
tion (a)  shall  be  treated  as  trade  secret  or  confidential  information 
subject  to  section  552(b)(4)  of  title  5,  United  States  Code  and  section 
1905  of  title  18,  United  States  Code  and  shall  not  be  revealed, 
except  as  provided  in  paragraph  (1),  to  any  person  other  than  those 
authorized  by  the  Secretary  in  carrying  out  their  official  duties 
under  this  section. 

(B)  Subparagraph  (A)  does  not  authorize  the  withholding  of  a  list 
provided  under  subsection  (a)  from  any  duly  authorized  subcommit- 
tee or  committee  of  the  Congress.  If  a  subcommittee  or  committee 
of  the  Congress  requests  the  Secretary  to  provide  it  such  a  list,  the 
Secretary  shall  make  the  list  available  to  the  subcommittee  or  com- 
mittee and  shall,  at  the  same  time,  notify  in  writing  the  person 
who  provided  the  list  of  such  request. 

(C)  The  Secretary  shall  establish  written  procedures  to  assure  the 
confidentiality  of  information  provided  under  subsection  (a).  Such 
procedures  shall  include  the  designation  of  a  duly  authorized  agent 
to  serve  as  custodian  of  such  information.  The  agent — 

(i)  shall  take  physical  possession  of  the  information  and, 
when  not  in  use  by  a  person  authorized  to  have  access  to  such 
information,  shall  store  it  in  a  locked  cabinet  or  file,  and 

(ii)  shall  maintain  a  complete  record  of  any  person  who  in- 
spects or  uses  the  information. 

Such  procedures  shall  require  that  any  person  permitted  access  to 
the  information  shall  be  instructed  in  writing  not  to  disclose  the 
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information  to  anyone  who  is  not  entitled  to  have  access  to  the  in- 
formation. 

FEDERAL  TRADE  COMMISSION 

Sec.  8.  [1336]  Nothing  in  this  Act  (other  than  the  requirements 
of  section  4)  shall  be  construed  to  limit,  restrict,  expand,  or  other- 
wise affect  the  authority  of  the  Federal  Trade  Commission  with  re- 
spect to  unfair  or  deceptive  acts  or  practices  in  the  advertising  of 
cigarettes. 

REPORTS 

Sec.  9.  [1337 ]  (a)  The  Secretary  shall  transmit  a  report  to  the 
Congress  not  later  than  January  1,  1971,  and  annually  thereafter 
concerning  (1)  current  information  in  the  health  consequences  of 
smoking,  and  (2)  such  recommendations  for  legislation  as  he  may 
deem  appropriate. 

(b)  The  Federal  Trade  Commission  shall  transmit  a  report  to  the 
Congress  not  later  than  January  1,  1971,  and  annually  thereafter, 
concerning  (1)  current  practices  and  methods  of  cigarette  advertis- 
ing and  promotion,  and  (2)  such  recommendations  for  legislation  as 
it  may  deem  appropriate. 

CRIMINAL  PENALTY 

Sec.  10.  [1338]  Any  person  who  violates  the  provisions  of  this 
Act  shall  be  guilty  of  a  misdemeanor  and  shall  on  conviction  there- 
of be  subject  to  a  fine  of  not  more  than  $10,000. 

INJUNCTION  PROCEEDINGS 

Sec.  11.  [1339]  The  several  district  courts  of  the  United  States 
are  invested  with  jurisdiction,  for  cause  shown,  to  prevent  and  re- 
strain violations  of  this  Act  upon  the  application  of  the  Attorney 
General  of  the  United  States  acting  through  the  several  United 
States  attorneys  in  their  several  districts. 

CIGARETTES  FOR  EXPORT 

Sec.  12.  [1340]  Packages  of  cigarettes  manufactured,  imported, 
or  packaged  (1)  for  export  from  the  United  States  or  (2)  for  delivery 
to  a  vessel  or  aircraft,  as  supplies,  for  consumption  beyond  the  ju- 
risdiction of  the  internal  revenue  laws  of  the  United  States  shall  be 
exempt  from  the  requirements  of  this  Act,  but  such  exemptions 
shall  not  apply  to  cigarettes  manufactured,  imported,  or  packaged 
for  sale  or  distribution  to  members  or  units  of  the  Armed  Forces  of 
the  United  States  located  outside  of  the  United  States. 

SEPARABILITY 

Sec.  13.  [1331n]  If  any  provision  of  this  Act  or  the  application 
thereof  to  any  person  or  circumstances  is  held  invalid,  the  other 
provisions  of  this  Act  and  the  application  of  such  provision  to  other 
persons  or  circumstances  shall  not  be  affected  thereby. 
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An  Act  To  provide  for  public  education  concerning  the  health  consequences  of  using 
smokeless  tobacco  products. 

Be  it  enacted  by  the  Senate  and  House  of  Representatives  of  the 
United  States  of  America  in  Congress  assembled, 

SECTION  1.  [15  U.S.C.  4401  note]  SHORT  TITLE. 

This  Act  may  be  cited  as  the  "Comprehensive  Smokeless  Tobacco 
Health  Education  Act  of  1986". 

SEC.  2.  [15  U.S.C.  4401]  PUBLIC  EDUCATION. 

(a)  Development. — (1)  The  Secretary  of  Health  and  Human  Serv- 
ices shall  establish  and  carry  out  a  program  to  inform  the  public  of 
any  dangers  to  human  health  resulting  from  the  use  of  smokeless 
tobacco  products.  In  carrying  out  such  program  the  Secretary 
shall— 

(A)  develop  educational  programs  and  materials  and  public 
service  announcements  respecting  the  dangers  to  human 
health  from  the  use  of  smokeless  tobacco; 

(B)  make  such  programs,  materials,  and  announcements 
available  to  States,  local  governments,  school  systems,  the 
media,  and  such  other  entities  as  the  Secretary  determines  ap- 
propriate to  further  the  purposes  of  this  Act; 

(C)  conduct  and  support  research  on  the  effect  of  smokeless 
tobacco  on  human  health;  and 

(D)  collect,  analyze,  and  disseminate  information  and  studies 
on  smokeless  tobacco  and  health. 

(2)  In  developing  programs,  materials,  and  announcements  under 
paragraph  (1)  the  Secretary  shall  consult  with  the  Secretary  of 
Education,  medical  and  public  health  entities,  consumer  groups, 
representatives  of  manufacturers  of  smokeless  tobacco  products, 
and  other  appropriate  entities. 

(b)  Assistance. — The  Secretary  of  Health  and  Human  Services 
may  provide  technical  assistance  and  may  make  grants  to  States — 

(1)  to  assist  in  the  development  of  educational  programs  and 
materials  and  public  service  announcements  respecting  the 
dangers  to  human  health  from  the  use  of  smokeless  tobacco, 

(2)  to  assist  in  the  distribution  of  such  programs,  materials, 
and  announcements  throughout  the  States,  and 

(3)  to  establish  18  as  the  minimum  age  for  the  purchase  of 
smokeless  tobacco. 

SEC.  3.  [15  U.S.C.  4402]  SMOKELESS  TOBACCO  WARNING. 

(a)  General  Rule. — 

(1)  It  shall  be  unlawful  for  any  person  to  manufacture,  pack- 
age, or  import  for  sale  or  distribution  within  the  United  States 
any  smokeless  tobacco  product  unless  the  product  package 
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bears,  in  accordance  with  the  requirements  of  this  Act,  one  of 
the  following  labels: 

"WARNING:  THIS  PRODUCT  MAY  CAUSE  MOUTH 

CANCER 

"WARNING:  THIS  PRODUCT  MAY  CAUSE  GUM  DIS- 
EASE AND  TOOTH  LOSS 

"WARNING:  THIS  PRODUCT  IS  NOT  A  SAFE  ALTER- 
NATIVE TO  CIGARETTES". 
(2)  It  shall  be  unlawful  for  any  manufacturer,  packager,  or 
importer  of  smokeless  tobacco  products  to  advertise  or  cause  to 
be  advertised  (other  than  through  the  use  of  outdoor  billboard 
advertising)  within  the  United  States  any  smokeless  tobacco 
product  unless  the  advertising  bears,  in  accordance  with  the 
requirements  of  this  Act,  one  of  the  labels  required  by  para- 
graph (1). 

(b)  Label  Format. — The  Federal  Trade  Commission  shall  issue 
regulations  requiring  the  label  statement  required  by  subsection  (a) 
to  appear — 

(1)  in  the  case  of  the  smokeless  tobacco  product  package — 

(A)  in  a  conspicuous  and  prominent  place  on  the  pack- 
age, and 

(B)  in  a  conspicuous  format  and  in  conspicuous  and  legi- 
ble type  in  contrast  with  all  other  printed  material  on  the 
package,  and 

(2)  in  the  case  of  advertising  subject  to  subsection  (a)(2) — 

(A)  in  a  conspicuous  and  prominent  location  in  the  ad- 
vertisement and  in  conspicuous  and  legible  type  in  con- 
trast with  all  other  printed  material  in  the  advertisement, 

(B)  in  the  following  format: 
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(C)  the  label  statement  shall  appear  in  capital  letters 
and  the  area  of  the  circle  and  arrow  shall  be  determined 
by  the  Federal  Trade  Commission. 

(c)  Label  Display. — The  Federal  Trade  Commission  shall  issue 
regulations  requiring  each  label  statement  required  by  subsection 
(a)  to— 

(1)  in  the  case  of  a  smokeless  tobacco  product  package,  be 
randomly  displayed  by  each  manufacturer,  packager,  or  im- 
porter of  a  smokeless  tobacco  product  in  each  12-month  period 
in  as  equal  a  number  of  times  as  is  possible  on  each  brand  of 
the  product  and  be  randomly  distributed  in  all  parts  of  the 
United  States  in  which  such  product  is  marketed,  and 

(2)  in  the  case  of  any  advertisement  of  a  smokeless  tobacco 
product,  be  rotated  every  4  months  by  each  manufacturer, 
packager,  or  importer  of  a  smokeless  tobacco  product  in  an  al- 
ternating sequence  in  the  advertisement  for  each  brand  of  the 
product. 

(d)  Plan. — (1)  Each  manufacturer,  packager,  or  importer  of  a 
smokeless  tobacco  product  shall  submit  a  plan  to  the  Federal  Trade 
Commission  which  specifies  the  method  such  manufacturer,  pack- 
ager, or  importer  will  use  to  rotate,  display,  and  distribute  the 
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statements  required  by  subsection  (a)  in  accordance  with  the  re- 
quirements of  subsections  (b)  and  (c). 

(2)  The  Federal  Trade  Commission  shall  approve  a  plan  submit- 
ted by  a  manufacturer,  packager,  or  importer  of  a  smokeless  tobac- 
co product  under  paragraph  (1)  if  such  plan  provides  for  the  rota- 
tion, display,  and  distribution  on  smokeless  tobacco  product  pack- 
ages and  advertisements  of  the  statements  required  by  subsection 
(a)  in  a  manner  which  complies  with  this  section  and  the  regula- 
tions promulgated  pursuant  to  this  section. 

(e)  Application. — This  section  does  not  apply  to  a  distributor  or 
a  retailer  of  any  smokeless  tobacco  product  which  does  not  manu- 
facture, package,  or  import  smokeless  tobacco  products  for  sale  or 
distribution  within  the  United  States. 

(f)  Television  and  Radio  Advertising. — Effective  6  months  after 
the  date  of  the  enactment  of  this  Act,  it  shall  be  unlawful  to  adver- 
tise smokeless  tobacco  on  any  medium  of  electronic  communica- 
tions subject  to  the  jurisdiction  of  the  Federal  Communications 
Commission. 

SEC.  4.  [15  U.S.C.  4403]  INGREDIENT  REPORTING. 

(a)  In  General. — (1)  Each  person  who  manufactures,  packages, 
or  imports  smokeless  tobacco  products  shall  annually  provide  the 
Secretary  with — 

(A)  a  list  of  the  ingredients  added  to  tobacco  in  the  manufac- 
ture of  smokeless  tobacco  products  which  does  not  identify  the 
company  which  uses  the  ingredients  or  the  brand  of  smokeless 
tobacco  which  contains  the  ingredients;  and 

(B)  a  specification  of  the  quantity  of  nicotine  contained  in 
each  such  product. 

(2)  A  person  or  group  of  persons  required  to  provide  information 
by  this  subsection  may  designate  an  individual  or  entity  to  provide 
the  information  required  by  this  subsection. 

(b)  Report. — (1)  At  such  times  as  the  Secretary  considers  appro- 
priate, the  Secretary  shall  transmit  to  the  Congress  a  report,  based 
on  the  information  provided  under  subsection  (a),  respecting — 

(A)  a  summary  of  research  activities  and  proposed  research 
activities  on  the  health  effects  of  ingredients  added  to  tobacco 
in  the  manufacture  of  smokeless  tobacco  products  and  the  find- 
ings of  such  research; 

(B)  information  pertaining  to  any  such  ingredient  which  in 
the  judgment  of  the  Secretary  poses  a  health  risk  to  users  of 
smokeless  tobacco;  and 

(C)  any  other  information  which  the  Secretary  determines  to 
be  in  the  public  interest. 

(2)(A)  Any  information  provided  to  the  Secretary  under  subsec- 
tion (a)  shall  be  treated  as  a  trade  secret  or  confidential  informa- 
tion subject  to  section  552(b)(4)  of  title  5,  United  States  Code,  and 
shall  not  be  revealed,  except  as  provided  in  paragraph  (1),  to  any 
person  other  than  those  authorized  by  the  Secretary  in  carrying 
out  their  official  duties  under  this  section. 

(B)  Subparagraph  (A)  does  not  authorize  the  withholding  of  infor- 
mation provided  under  subsection  (a)  of  this  section  from  any  duly 
authorized  subcommittee  or  committee  of  the  Congress.  If  a  sub- 
committee or  committee  of  the  Congress  requests  the  Secretary  to 
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provide  it  such  information,  the  Secretary  shall  make  the  informa- 
-  tion  available  to  the  subcommittee  or  committee  and  shall,  at  the 
same  time,  notify  in  writing  the  person  who  provided  the  informa- 
tion of  such  request. 

(C)  The  Secretary  shall  establish  written  procedures  to  assure  the 
confidentiality  of  information  provided  under  subsection  (a)  of  this 
section.  Such  procedures  shall  include  the  designation  of  a  duly  au- 
thorized agent  to  serve  as  custodian  of  such  information.  The 
agent — 

(i)  shall  take  physical  possession  of  the  information  and, 
when  not  in  use  by  any  person  authorized  to  have  access  to 
such  information,  shall  store  it  in  a  locked  cabinet  or  file;  and 

(ii)  shall  maintain  a  complete  record  of  any  person  who  in- 
spects or  uses  the  information. 

Such  procedures  shall  require  that  any  person  permitted  access  to 
the  information  shall  be  instructed  in  writing  not  to  disclose  the 
information  to  anyone  who  is  not  entitled  to  have  access  to  the  in- 
formation. 

SEC.  5.  [15  U.S.C.  44043  ENFORCEMENT,  REGULATIONS,  AND  CONSTRUC- 
TION. 

(a)  Enforcement. — (1)  A  violation  of  section  3  or  the  regulations 
promulgated  pursuant  to  this  Act  shall  be  considered  a  violation  of 
section  5  of  the  Federal  Trade  Commission  Act. 

(2)  Any  person  who  is  found  to  violate  any  provision  of  section  3 
or  4(a)  shall  be  guilty  of  a  misdemeanor  and  shall  on  conviction 
thereof  be  subject  to  a  fine  of  not  more  than  $10,000. 

(b)  Regulations  Under  Section  3. — (1)  Regulations  issued  by  the 
Federal  Trade  Commission  under  section  3  shall  be  issued  in  ac- 
cordance with  section  553  of  title  5,  United  States  Code. 

(2)  Not  later  than  180  days  after  the  date  of  the  enactment  of 
this  Act,  the  Federal  Trade  Commission  shall  promulgate  such  reg- 
ulations as  it  may  require  to  implement  section  3. 

(c)  Construction. — Nothing  in  this  Act  (other  than  the  require- 
ments of  sections  3  and  4)  shall  be  construed  to  limit,  restrict,  or 
expand  the  authority  of  the  Federal  Trade  Commission  with  re- 
spect to  unfair  or  deceptive  acts  or  practices  in  the  advertising  of 
smokeless  tobacco  products. 

SEC.  6.  [15  U.S.C.  4405]  INJUNCTIONS. 

The  several  district  courts  of  the  United  States  are  vested  with 
jurisdiction,  for  cause  shown,  to  prevent  and  restrain  violations  of 
sections  3  and  4  upon  application  of  the  Federal  Trade  Commission 
in  the  case  of  a  violation  of  section  3  or  upon  application  of  the  At- 
torney General  of  the  United  States  acting  through  the  several 
United  States  attorneys  in  their  several  districts  in  the  case  of  a 
violation  of  section  3  or  4. 

SEC.  7.  [15  U.S.C.  4406]  PREEMPTION. 

(a)  Federal  Action. — No  statement  relating  to  the  use  of  smoke- 
less tobacco  products  and  health,  other  than  the  statements  re- 
quired by  section  3,  shall  be  required  by  any  Federal  agency  to 
appear  on  any  package  or  in  any  advertisement  (unless  the  adver- 
tisement is  an  outdoor  billboard  advertisement)  of  a  smokeless  to- 
bacco product. 


Sec.  8 


CSTHEA  OF  1986 


352 


(b)  State  and  Local  Action. — No  statement  relating  to  the  use 
of  smokeless  tobacco  products  and  health,  other  than  the  state- 
ments required  by  section  3,  shall  be  required  by  any  State  or  local 
statute  or  regulation  to  be  included  on  any  package  or  in  any  ad- 
vertisement (unless  the  advertisement  is  an  outdoor  billboard  ad- 
vertisement) of  a  smokeless  tobacco  product. 

(c)  Effect  on  Liability  Law. — Nothing  in  this  Act  shall  relieve 
any  person  from  liability  at  common  law  or  under  State  statutory 
law  to  any  other  person. 

SEC.  8.  [15  U.S.C.  4407]  REPORTS. 

(a)  Secretary's  Report.— The  Secretary  of  Health  and  Human 
Services  shall  transmit  a  report  to  the  Congress  not  later  than  Jan- 
uary 11,  1987,  and  biennially  thereafter,  containing — 

(1)  a  description  of  the  effects  of  health  education  efforts  on 
the  use  of  smokeless  tobacco  products, 

(2)  a  description  of  the  use  by  the  public  of  smokeless  tobacco 
products, 

(3)  an  evaluation  of  the  health  effects  of  smokeless  tobacco 
products  and  the  identification  of  areas  appropriate  for  further 
research,  and 

(4)  such  recommendations  for  legislation  and  administrative 
action  as  the  Secretary  considers  appropriate. 

Ob)  FTC  Report. — The  Federal  Trade  Commission  shall  transmit 
a  report  to  the  Congress  not  later  than  January  11,  1987,  and  bien- 
nially thereafter,  containing  (1)  a  description  of  the  current  sales, 
advertising,  and  marketing  practices  associated  with  smokeless  to- 
bacco products,  and  (2)  such  recommendations  for  legislation  and 
administrative  action  as  it  deems  appropriate. 

SEC.  9.  [15  U.S.C.  4408]  DEFINITIONS. 
For  purposes  of  this  Act: 

(1)  The  term  *  'smokeless  tobacco"  means  any  finely  cut, 
ground,  powdered,  or  leaf  tobacco  that  is  intended  to  be  placed 
in  the  oral  cavity. 

(2)  The  term  '  'commerce' '  means  (A)  commerce  between  any 
State,  the  District  of  Columbia,  the  Commonwealth  of  Puerto 
Rico,  Guam,  the  Virgin  Islands,  American  Samoa,  Wake 
Island,  Midway  Islands,  Kingman  Reef,  or  Johnston  Island  and 
any  place  outside  thereof;  (B)  commerce  between  points  in  any 
State,  the  District  of  Columbia,  the  Commonwealth  of  Puerto 
Rico,  Guam,  the  Virgin  Islands,  American  Samoa,  Wake 
Island,  Midway  Islands,  Kingman  Reef,  or  Johnston  Island,  but 
through  any  place  outside  thereof;  or  (C)  commerce  wholly 
within  the  District  of  Columbia,  Guam,  the  Virgin  Islands, 
American  Samoa,  Wake  Island,  Midway  Islands,  Kingman 
Reef,  or  Johnston  Island. 

(3)  The  term  "United  States",  when  used  in  a  geographical 
sense,  includes  the  several  States,  the  District  of  Columbia,  the 
Commonwealth  of  Puerto  Rico,  Guam,  the  Virgin  Islands, 
American  Samoa,  Wake  Island,  Midway  Islands,  Kingman 
Reef,  Johnston  Island,  and  installations  of  the  Armed  Forces. 

(4)  The  term  "package"  means  a  pack,  box,  carton,  pouch,  or 
container  of  any  kind  in  which  smokeless  tobacco  products  are 
offered  for  sale,  sold,  or  otherwise  distributed  to  consumers. 
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(5)  The  term  "sale  or  distribution"  includes  sampling  or  any 
other  distribution  not  for  sale. 

(6)  The  term  "Secretary"  means  the  Secretary  of  Health  and 
Human  Services. 

SEC.  10.  TECHNICAL  AMENDMENT. 

Section  402(d)(2)  of  the  Federal  Food,  Drug,  and  Cosmetic  Act  (21 
U.S.C.  342(d)(2))  is  amended  by  inserting  before  the  semicolon  a 
comma  and  the  following:  "except  that  this  clause  shall  not  apply 
to  confectionery  which  is  introduced  or  delivered  for  introduction 
into,  or  received  or  held  for  sale  in,  interstate  commerce  if  the  sale 
of  such  confectionery  is  permitted  under  the  laws  of  the  State  in 
which  such  confectionery  is  intended  to  be  offered  for  sale". 

SEC.  11.  [15  U.S.C.  4401  note]  EFFECTIVE  DATE. 

(a)  In  General. — Except  as  provided  in  sections  3(f)  and  5(b)  and 
subsection  (b),  this  Act  shall  take  effect  one  year  after  the  date  of 
enactment  of  this  Act. 

(b)  Exception.— Sections  2,  3(b),  3(c),  3(d),  3(e),  4(b),  7,  8,  9,  and  10 
shall  take  effect  on  the  date  of  the  enactment  of  this  Act. 
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Be  it  enacted  by  the  Senate  and  House  of  Representatives  of  the 
United  States  of  America  in  Congress  assembled,  That  this  Act  may 
be  cited  as  the  "Little  Cigar  Act  of  1973". 

Sec.  2.  [1332]  Section  3  of  the  Federal  Cigarette  Labeling  and 
Advertising  Act  (15  U.S.C.  1331-1340)  as  amended  by  the  Public 
Health  Cigarette  Smoking  Act  of  1969  is  amended  by  inserting  the 
following  new  subsection: 

"(7)  The  term  'little  cigar'  means  any  roll  of  tobacco  wrapped  in 
leaf  tobacco  or  any  substance  containing  tobacco  (other  than  any 
roll  of  tobacco  which  is  a  cigarette  within  the  meaning  of  subsec- 
tion (1))  and  as  to  which  one  thousand  units  weigh  not  more  than 
three  pounds." 

Sec.  3.  [1335]  Section  6  of  the  Federal  Cigarette  Labeling  and 
Advertising  Act  (15  U.S.C.  1331-1340)  as  amended  by  the  Public 
Health  Cigarette  Smoking  Act  of  1969  is  amended  by  inserting  the 
words  "and  little  cigars"  after  the  word  "cigarettes". 

Sec.  4.  [1332  n]  The  amendment  made  by  this  Act  shall  become 
effective  thirty  days  after  the  date  of  enactment. 

Legislative  History 

House  Report  No.  93-323  accompanying  H.R.  7482  (Committee  on  Interstate  and 

Foreign  Commerce). 
Senate  Report  No.  93-103  (Committee  on  Commerce). 
Congressional  Record,  Vol.  119  (1973): 

Apr.  10,  considered  and  passed  Senate. 

Apr.  30,  reconsidered  and  passed  Senate. 

Sept.  10,  considered  and  passed  House,  in  lieu  of  H.R.  7482. 
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§  41.  Importation  of  tea  inferior  to  standard;  bond  of  importers; 
regulation  of  use  of  inferior  importation. 

It  shall  be  unlawful  for  any  person  or  persons  or  corporation  to 
import  or  bring  into  the  United  States  any  merchandise  as  tea 
which  is  inferior  in  purity,  quality,  and  fitness  for  consumption  to 
the  standards  provided  in  section  43  of  this  title,  and  the  importa- 
tion of  all  such  merchandise  is  prohibited,  except  as  provided  in 
the  Harmonized  Tariff  Schedule  of  the  United  States.  (Mar.  2,  1897, 
ch.  358,  §  1,  29  Stat.  604;  May  16,  1908,  ch.  170,  35  Stat.  163;  May 
31,  1920,  ch.  217,  41  Stat.  712;  1940  Reorg.  Plan  No.  IV,  §  12,  eff. 
June  30,  1940,  5  F.R.  2421,  54  Stat.  1237;  1953  Reorg.  Plan  No.  1,  §  5 
eff.  Apr.  11,  1953,  18  F.R.  2053,  67  Stat.  631,  May  24,  1962,  P.L.  87- 
456,  title  III,  §  303(a),  76  Stat.  77;  Aug.  23,  1988,  Pub.  L.  100-418, 
title  I,  §1214(1),  102  Stat.  1158.) 

§  42.  Board  of  experts;  appointment;  term;  vacancies;  compensa- 
tion. 

On  or  before  February  15  of  each  year,  the  Secretary  of  Health, 
Education,  and  Welfare  shall  appoint  a  board,  to  consist  of  seven 
members,  each  of  whom  shall  be  an  expert  in  teas,  and  who  shall 
prepare  and  submit  to  him  standard  samples  of  tea.  The  persons  so 
appointed  shall  be  at  all  times  subject  to  removal  by  the  said  Secre- 
tary and  shall  serve  for  the  term  of  one  year.  Vacancies  in  the  said 
board  occurring  by  removal,  death,  resignation,  or  any  other  cause 
shall  be  forthwith  filled  by  the  Secretary  of  Health,  Education,  and 
Welfare  by  appointment,  such  appointee  to  hold  for  the  unexpired 
term.  Said  board  shall  appoint  a  presiding  officer,  who  shall  be  the 
medium  of  all  communications  to  or  from  such  board.  Each 
member  of  said  board  shall  receive  as  compensation  the  sum  of  $50 
per  annum,  which,  together  with  all  necessary  expenses  while  en- 
gaged upon  the  duty  herein  provided,  shall  be  paid  by  the  Secre- 
tary. (Mar.  2,  1897,  ch.  358,  §  2,  29  Stat.  605;  May  31,  1920,  ch.  217, 
41  Stat.  712;  1940  Reorg.  Plan  No.  IV,  §  12,  eff.  June  30,  1940,  5 
F.R.  2421,  54  Stat.  1237;  July  12,  1943,  ch.  221,  title  II,  §  201,  57 
Stat.  500.) 

§  43.  Standards  of  purity;  duplicate  samples  at  customhouses  and 
for  importers  and  dealers. 

The  Secretary  of  Health,  Education,  and  Welfare,  upon  the  rec- 
ommendation of  the  board  of  experts  provided  in  section  42  of  this 
title,  shall  fix  and  establish  uniform  standards  of  purity,  quality, 
and  fitness  for  consumption  of  all  kinds  of  teas  imported  into  the 
United  States,  and  shall  procure  and  deposit  in  the  customhouses 
of  the  ports  of  New  York,  Chicago,  San  Francisco,  and  such  other 
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ports  as  he  may  determine,  duplicate  samples  of  such  standards. 
Said  Administrator  shall  procure  a  sufficient  number  of  other  du- 
plicate samples  of  such  standards  to  supply  the  importers  and  deal- 
ers in  tea  at  all  ports  desiring  the  same  at  cost.  All  teas,  or  mer- 
chandise described  as  tea,  of  inferior  purity,  quality,  and  fitness  for 
consumption  to  such  standards  shall  be  deemed  within  the  prohibi- 
tion of  section  41  of  this  title.  (Mar.  2,  1897,  ch.  358,  §  3,  29  Stat. 
605;  May  31,  1920,  ch.  217,  41  Stat.  712;  1940  Reorg.  Plan  No.  IV, 
§  12,  eff.  June  30,  1940,  5  F.R.  2421,  54  Stat.  1237.) 

§  44.  Bonds  of  importers;  examination;  importations  at  ports 
having  no  examiner. 

On  making  entry  at  the  customhouse  of  all  teas,  or  merchandise 
described  as  tea,  imported  into  the  United  States,  the  importer  or 
consignee  shall  give  a  bond  to  the  collector  of  the  port  that  such 
merchandise  shall  not  be  removed  from  the  warehouse  until  re- 
leased by  the  collector,  after  it  shall  have  been  duly  examined  with 
reference  to  its  purity,  quality,  and  fitness  for  consumption.  For 
the  purpose  of  such  examination  samples  of  each  line  in  every  in- 
voice of  tea  shall  be  submitted  by  the  importer  or  consignee  to  the 
examiner,  together  with  the  sworn  statement  of  such  importer  or 
consignee  that  such  samples  represent  the  true  quality  of  each  and 
every  part  of  the  invoice  and  accord  with  the  specifications  therein 
contained;  or  in  the  discretion  of  the  Secretary  of  Health,  Educa- 
tion, and  Welfare,  such  samples  shall  be  obtained  by  the  examiner 
and  compared  by  him  with  the  standards  established  by  sections 
41-46  and  47-50  of  this  title.  In  cases  where  said  tea,  or  merchan- 
dise described  as  tea,  is  entered  at  ports  where  there  is  no  qualified 
examiner  as  provided  in  section  46  of  this  title,  the  consignee  or 
importer  shall  in  the  manner  aforesaid  furnish  under  oath  a 
sample  of  each  line  of  tea  to  the  collector  or  other  revenue  officer 
to  whom  is  committed  the  collection  of  duties,  and  said  officer  shall 
also  draw  or  cause  to  be  drawn  samples  of  each  line  in  every  in- 
voice and  shall  forward  the  same  to  a  duly  qualified  examiner  as 
provided  in  said  section.  The  bond  required  by  this  section  shall 
also  be  conditioned  for  the  payment  of  all  customhouse  charges 
which  may  attach  to  such  merchandise  prior  to  its  being  released 
or  destroyed  (as  the  case  may  be)  under  the  provisions  of  sections 
41-46  and  47-50  of  this  title.  (Mar.  2,  1897,  ch.  358,  §  4,  29  Stat.  605; 
May  31,  1920,  ch.  217,  41  Stat.  712;  1940  Reorg.  Plan  No.  IV,  §  12, 
eff.  June  30,  1940,  5  F.  R.  2421,  54  Stat.  1237.) 

§  45.  Permit  for  delivery;  retention  of  inferior  grades;  reexamina- 
tion; partial  delivery. 

If,  after  an  examination  as  provided  in  section  44  of  this  title,  the 
tea  is  found  by  the  examiner  to  be  equal  in  purity,  quality,  and  fit- 
ness for  consumption  to  the  standards  provided  in  sections  41-44  of 
this  title,  and  no  reexamination  shall  be  demanded  by  the  collector 
as  provided  in  section  47  of  this  title,  a  permit  shall  at  once  be 
granted  to  importer  or  consignee  declaring  the  tea  free  from  the 
control  of  the  customs  authorities;  but  if  on  examination  such  tea, 
or  merchandise  described  as  tea,  is  found,  in  the  opinion  of  the  ex- 
aminer, to  be  inferior  in  purity,  quality,  and  fitness  for  consump- 
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tion  to  the  said  standards  the  importer  or  consignee  shall  be  imme- 
diately notified,  and  the  tea,  or  merchandise  described  as  tea,  shall 
not  be  released  by  the  customhouse,  unless  on  a  reexamination 
called  for  by  the  importer  or  consignee  the  finding  of  the  examiner 
shall  be  found  to  be  erroneous.  Should  a  portion  of  the  invoice  be 
passed  by  the  examiner,  a  permit  shall  be  granted  for  that  portion 
and  the  remainder  held  for  further  examination,  as  provided  in 
said  section  47.  (Mar.  2,  1897,  ch.  358,  §  5,  29  Stat.  605). 

§  46.  Examiners;  examination  according  to  usages  of  trade. 

The  examination  provided  for  by  sections  41-46  and  47-50  of  this 
title  shall  be  made  by  a  duly  qualified  examiner  at  a  port  where 
standard  samples  are  established,  and  where  the  merchandise  is 
entered  at  ports  where  there  is  no  qualified  examiner,  the  exami- 
nation shall  be  made  at  that  one  of  said  ports  which  is  nearest  the 
port  of  entry,  and  that  for  this  purpose  samples  of  the  merchan- 
dise, obtained  in  the  manner  prescribed  by  section  44  of  this  title, 
shall  be  forwarded  to  the  proper  port  by  the  collector  or  chief  offi- 
cer at  the  port  of  entry.  In  all  cases  of  examination  or  reexamina- 
tion of  teas,  or  merchandise  described  as  tea,  by  examiners  or  the 
United  States  Board  of  Tea  Appeals  under  the  provisions  of  this 
chapter,  the  purity,  quality,  and  fitness  for  consumption  of  the 
same  shall  be  tested  according  to  the  usage  and  customs  of  the  tea 
trade,  including  the  testing  of  an  infusion  of  the  same  in  boiling 
water,  and,  if  necessary,  chemical  analysis.  (Mar.  2,  1897,  ch.  358, 
§  7,  29  Stat.  606;  May  31,  1920,  ch.  217,  41  Stat.  712,  713.) 

§  46a.  Deposit  of  fee  before  examination  of  tea. 

On  and  after  July  1,  1940,  no  tea,  or  merchandise  described  as 
tea,  shall  be  examined  for  importation  into  the  United  States,  or 
released  by  the  Collector,  under  sections  41-46  and  47-50  of  this 
title  unless  the  importer  or  consignee  of  such  tea  or  merchandise, 
prior  to  such  examination,  has  paid  for  deposit  into  the  Treasury  of 
the  United  States  as  miscellaneous  receipts,  a  fee  of  3.5  cents  for 
each  hundredweight  or  fraction  thereof  of  such  tea  and  merchan- 
dise. (June  27,  1940,  ch.  437,  title  I,  54  Stat.  632;  July  1,  1941,  ch. 
269,  title  II,  55  Stat.  478.) 

§  47.  United  States  Board  of  Tea  Appeals;  permit  for  delivery;  ex- 
portation or  destruction  of  inferior  grades. 

In  case  the  collector,  importer,  or  consignee  shall  protest  against 
the  finding  of  the  examiner,  the  matter  in  dispute  shall  be  referred 
for  decision  to  the  United  States  Board  of  Tea  Appeals,  to  consist  of 
three  employees  of  the  Department  of  Health,  Education,  and  Wel- 
fare to  be  designated  by  the  Secretary  of  Health,  Education,  and 
Welfare.  If  such  board  shall,  after  due  examination,  find  the  tea  in 
question  to  be  equal  in  purity,  quality,  and  fitness  for  consumption 
to  the  proper  standards,  a  permit  shall  be  issued  by  the  collector 
for  its  release  and  delivery  to  the  importer;  but  if  upon  such  final 
reexamination  by  such  board  the  tea  shall  be  found  to  be  inferior 
in  purity,  quality,  and  fitness  for  consumption  to  the  said  stand- 
ards, the  importer  or  consignee  shall  give  a  bond,  with  security  sat- 
isfactory to  the  collector,  to  export  said  tea,  or  merchandise  de- 
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scribed  as  tea,  out  of  the  limits  of  the  United  States  within  a  period 
of  six  months  after  such  final  reexamination;  and  if  the  same  shall 
not  have  been  exported  within  the  time  specified,  the  collector,  at 
the  expiration  of  that  time,  shall  cause  the  same  to  be  destroyed. 
(Mar.  2,  1897,  ch.  358,  §  6,  29  Stat.  606;  May  31,  1920,  ch.  217,  41 
Stat.  712,  713;  1940  Reorg.  Plan  No.  IV,  §  12,  eff.  June  30,  1940,  5  F. 
R.  2421,  54  Stat.  1237.) 

§  48.  Reexamination;  findings  by  examiner;  assistance  of  experts. 

In  cases  of  reexamination  of  teas,  or  merchandise  described  as 
teas,  by  the  United  States  Board  of  Tea  Appeals  in  pursuance  of 
the  provisions  of  sections  41-46  and  47-50  of  this  title,  samples  of 
the  tea,  or  merchandise  described  as  tea,  in  dispute,  for  transmis- 
sion to  such  board  for  its  decision,  shall  be  put  up  and  sealed  by 
the  examiner  in  the  presence  of  the  importer  or  consignee  if  he  so 
desires,  and  transmitted  to  such  board,  together  with  a  copy  of  the 
finding  of  the  examiner,  setting  forth  the  cause  of  condemnation 
and  the  claim  or  ground  of  the  protest  of  the  importer  relating  to 
the  same,  such  samples,  and  the  papers  therewith,  to  be  distin- 
guished by  such  mark  that  the  same  may  be  identified.  The  deci- 
sion of  such  board  shall  be  in  writing,  signed  by  them,  and  trans- 
mitted, together  with  the  record  and  samples,  within  three  days 
after  the  rendition  thereof,  to  the  collector,  who  shall  forthwith 
furnish  the  examiner  and  the  importer  or  consignee  with  a  copy  of 
said  decision  or  finding.  The  United  States  Board  of  Tea  Appeals 
shall  be  authorized  to  obtain  the  advice,  when  necessary,  of  persons 
skilled  in  the  examination  of  teas,  who  shall  each  receive  for  his 
services  in  any  particular  case  a  compensation  not  exceeding  $5. 
(Mar.  2,  1897,  ch.  358,  §  8,  29  Stat.  606;  May  31,  1920,  ch.  217,  41 
Stat.  712.) 

§  49.  Reimporting  rejected  teas;  forfeiture. 

No  imported  teas  which  have  been  rejected  by  a  customs  examin- 
er or  by  the  United  States  Board  of  Tea  Appeals,  and  exported 
under  the  provisions  of  sections  41-46  and  47-50  of  this  title,  shall 
be  reimported  into  the  United  States  under  the  penalty  of  forfeit- 
ure for  a  violation  of  this  prohibition.  (Mar.  2,  1897,  eh.  358,  §  9,  29 
Stat.  606;  May  31,  1920,  ch.  217,  41  Stat.  712.) 

§  50.  Regulations. 

The  Secretary  of  Health,  Education,  and  Welfare  shall  have  the 
power  to  enforce  the  provisions  of  sections  41-46  and  47-50  of  this 
title  by  appropriate  regulations.  (Mar.  2,  1897,  ch.  358,  §  10,  29  Stat. 
607;  May  31,  1920,  ch.  217,  41  Stat.  712;  1940  Reorg.  Plan  No.  IV, 
§  12,  eff.  June  30,  1940,  5  F.  R.  2421,  54  Stat.  1237;  1953  Reorg.  Plan 
No.  165,  eff.  Apr.  11,  1953,  18  F.R.  2053,  67  Stat.  631.) 
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(References  in  brackets  [    ]  are  to  title  21,  United  States  Code) 
[Public  Law  69-625,  Approved  Feb.  15,  1927] 

AN  ACT  To  regulate  the  importation  of  milk  and  cream  into  the  United  States  for 
the  purpose  of  promoting  the  dairy  industry  of  the  United  States  and  protecting 
the  public  health. 

PROHIBITION  OF  IMPORTATION  WITHOUT  PERMIT 

Sec.  1.  £141]  That  on  and  after  May  16,  1927,  the  importation 
into  the  United  States  of  milk  and  cream  is  prohibited  unless  the 
person  by  whom  such  milk  or  cream  is  shipped  or  transported  into 
the  United  States  holds  a  valid  permit  from  the  Secretary  of 
Health,  Education,  and  Welfare. 

MILK  OR  CREAM  WHEN  UNFIT  FOR  IMPORTATION 

Sec.  2.  [142]  Milk  or  cream  shall  be  considered  unfit  for  impor- 
tation (1)  when  all  cows  producing  such  milk  or  cream  are  not 
healthy  and  a  physical  examination  of  all  such  cows  has  not  been 
made  within  one  year  previous  to  such  milk  being  offered  for  im- 
portation; (2)  when  such  milk  or  cream,  if  raw,  is  not  produced 
from  cows  which  have  passed  a  tuberculin  test  applied  by  a  duly 
authorized  official  veterinarian  of  the  United  States,  or  of  the 
country  in  which  such  milk  or  cream  is  produced,  within  one  year 
previous  to  the  time  of  the  importation,  showing  that  such  cows 
are  free  from  tuberculosis;  (3)  when  the  sanitary  conditions  of  the 
dairy  farm  or  plant  in  which  such  milk  or  cream  is  produced  or 
handled  do  not  score  at  least  fifty  points  out  of  one  hundred  points 
according  to  the  methods  for  scoring  as  provided  by  the  score  cards 
used  by  the  Bureau  of  Dairy  Industry  of  the  United  States  Depart- 
ment of  Agriculture  at  the  time  such  dairy  farms  or  plants  are 
scored;  (4)  in  the  case  of  raw  milk  if  the  number  of  bacteria  per 
cubic  centimeter  exceeds  three  hundred  thousand  and  in  the  case 
of  raw  cream  seven  hundred  and  fifty  thousand,  in  the  case  of  pas- 
teurized milk  if  the  number  of  bacteria  per  cubic  centimeter  ex- 
ceeds one  hundred  thousand,  and  in  the  case  of  pasteurized  cream 
five  hundred  thousand;  (5)  when  the  temperature  of  milk  or  cream 
at  the  time  of  importation  exceeds  fifty  degrees  Fahrenheit. 

inspection;  certified  statement  in  lieu  thereof;  waiver  of  re- 
quirements OF  SECTION  142;  regulations;  suspension  and  revo- 
cation OF  PERMITS 

Sec.  3.  [143]  The  Secretary  of  Health,  Education,  and  Welfare 
shall  cause  such  inspections  to  be  made  as  are  necessary  to  insure 
that  milk  and  cream  are  so  produced  and  handled  as  to  comply 
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with  the  provisions  of  section  2  of  this  act,  and  in  all  cases  when  he 
finds  that  such  milk  and /or  cream  is  produced  and  handled  so  as 
not  to  be  unfit  for  importation  under  clauses  1,  2,  and  3  of  section  2 
of  this  act,  he  shall  issue  to  persons  making  application  therefor 
permits  to  ship  milk  and/or  cream  into  the  United  States:  Provid- 
ed, That  in  lieu  of  the  inspections  to  be  made  by  or  under  the  direc- 
tion of  the  Secretary  he  may,  in  his  discretion,  accept  a  duly  certi- 
fied statement  signed  by  a  duly  accredited  official  of  an  authorized 
department  of  any  foreign  government  and/or  of  any  State  of  the 
United  States  or  any  municipality  thereof  that  the  provisions  in 
clauses  1,  2,  and  3  of  section  2  of  this  act  have  been  complied  with. 
Such  certificate  of  the  accredited  official  of  an  authorized  depart- 
ment of  any  foreign  government  shall  be  in  the  form  prescribed  by 
the  Secretary,  who  is  authorized  and  directed  to  prescribe  such 
form,  as  well  as  rules  and  regulations  regulating  the  issuance  of 
permits  to  import  milk  or  cream  into  the  United  States. 

The  Secretary  is  authorized,  in  his  discretion,  to  waive  the  re- 
quirement of  section  2,  paragraph  4,  of  this  act  when  issuing  per- 
mits to  operators  of  condenseries  in  which  milk  and/ or  cream  is 
used  when  sterilization  of  the  milk  and/or  cream  is  a  necessary 
process:  Provided,  however,  That  no  milk  and/or  cream  shall  be  im- 
ported whose  bacterial  count  per  cubic  centimeter  in  any  event  ex- 
ceeds one  million  two  hundred  thousand:  Provided  further,  That 
such  requirements  shall  not  be  waived  unless  the  farm  producing 
such  milk  to  be  imported  is  within  a  radius  of  fifteen  miles  of  the 
condensery  in  which  it  is  to  be  processed:  Provided  further,  That  if 
milk  and/or  cream  imported  when  the  requirements  of  section  2, 
paragraph  4,  have  been  so  waived,  is  sold,  used,  or  disposed  of  in  its 
raw  state  or  otherwise  than  as  condensed  milk  by  any  person,  the 
permit  shall  be  revoked  and  the  importer  shall  be  subject  to  fine, 
imprisonment,  or  other  penalty  prescribed  by  this  act. 

The  Secretary  is  directed  to  waive  the  requirements  of  para- 
graphs 2  and  5  of  section  2  of  this  act  insofar  as  the  same  relate  to 
milk  when  issuing  permits  to  operators  of,  or  to  producers  for  deliv- 
ery to,  creameries  and  condensing  plants  in  the  United  States 
within  twenty  miles  of  the  point  of  production  of  the  milk,  and  who 
import  no  raw  milk  except  for  pasteurization  or  condensing:  Pro- 
vided, That  if  milk  imported  when  the  requirements  of  paragraphs 
2  and  5  of  section  2  have  been  so  waived  is  sold,  used,  or  disposed  of 
in  its  raw  state,  or  otherwise  than  as  pasteurized,  condensed,  or 
evaporated  milk  by  any  person,  the  permit  shall  be  revoked  and 
the  importer  shall  be  subjected  to  fine,  imprisonment,  or  other  pen- 
alty prescribed  by  this  act. 

The  Secretary  is  authorized  and  directed  to  make  and  enforce 
such  regulations  as  may  in  his  judgment  be  necessary  to  carry  out 
the  purpose  of  this  act  for  the  handling  of  milk  and  cream,  for  the 
inspection  of  milk,  cream,  cows,  barns,  and  other  facilities  used  in 
the  production  and  handling  of  milk  and /or  cream  and  the  han- 
dling, keeping,  transporting,  and  importing  of  milk  and/or  cream: 
Provided,  however,  That  unless  and  until  the  Secretary  shall  pro- 
vide for  inspections  to  ascertain  that  paragraphs  1,  2,  and  3  of  sec- 
tion 2  have  been  complied  with,  the  Secretary  shall  issue  tempo- 
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rary  permits  to  any  applicants  therefor  to  ship  or  transport  milk 
and/or  cream  into  the  United  States. 

The  Secretary  is  authorized  to  suspend  or  revoke  any  permit  for 
the  shipment  of  milk  or  cream  into  the  United  States  when  he 
shall  find  that  the  holder  thereof  has  failed  to  comply  with  the  pro- 
visions of  or  has  violated  this  act  or  any  of  the  regulations  made 
hereunder,  or  that  the  milk  and/or  cream  brought  or  shipped  by 
the  holder  of  such  permit  into  the  United  States  is  not  produced 
and  handled  in  conformity  with,  or  that  the  quality  thereof  does 
not  conform  to,  all  of  the  provisions  of  section  2  of  this  act. 

UNLAWFUL  RECEIVING  OF  IMPORTED  MILK  OR  CREAM 

Sec.  4.  [144]  It  shall  be  unlawful  for  any  person  in  the  United 
States  to  receive  milk  or  cream  imported  into  the  United  States 
unless  the  importation  is  in  accordance  with  the  provisions  of  this 
act. 

PENALTIES 

Sec.  5.  [145]  Any  person  who  knowingly  violates  any  provision 
of  this  act  shall,  in  addition  to  all  other  penalties  prescribed  by 
law,  be  punished  by  a  fine  of  not  less  than  $50  nor  more  than 
$2,000,  or  by  imprisonment  for  not  more  than  one  year,  or  by  both 
such  fine  and  imprisonment. 

APPROPRIATIONS 

Sec.  6.  [146]  There  is  authorized  to  be  appropriated,  out  of  any 
moneys  in  the  Treasury  not  otherwise  appropriated,  the  sum  of 
$50,000  per  annum,  to  enable  the  Secretary  of  Health,  Education, 
and  Welfare  to  carry  out  the  provisions  of  this  act. 

REPEAL  OF  INCONSISTENT  LAWS 

Sec.  7.  [147]  Any  laws  or  parts  of  laws  inconsistent  herewith 
are  hereby  repealed. 

POWERS  OF  STATE  WITH  RESPECT  OF  MILK  OR  CREAM  LAWFULLY 

IMPORTED 

Sec.  8.  [148]  Nothing  in  this  act  is  intended  nor  shall  be  con- 
strued to  affect  the  powers  of  any  State,  or  any  political  subdivision 
thereof,  to  regulate  the  shipment  of  milk  or  cream  into,  or  the  han- 
dling, sale,  or  other  disposition  of  milk  or  cream  in,  such  State  or 
political  subdivision  after  the  milk  and/ or  cream  shall  have  been 
lawfully  imported  under  the  provisions  of  this  act. 

definitions:  ' 'person";  "united  states" 
Sec.  9.  [149]  When  used  in  this  act— 

(a)  The  term  "person"  means  an  individual,  partnership,  associa- 
tion, or  corporation. 

(b)  The  term  "United  States"  means  the  fifty  States  and  the  Dis- 
trict of  Columbia. 
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§  61.  Filled  milk;  definitions. 

Whenever  used  in  this  chapter — 

(a)  The  term  ' 'person"  includes  an  individual,  partnership,  corpo- 
ration, or  association; 

(b)  The  term  "interstate  or  foreign  commerce"  means  commerce 
(1)  between  any  State,  Territory,  or  possession,  or  the  District  of 
Columbia,  and  any  place  outside  thereof;  (2)  between  points  within 
the  same  State,  Territory,  or  possession,  or  within  the  District  of 
Columbia,  but  through  any  place  outside  thereof;  or  (3)  within  any 
Territory  or  possession,  or  within  the  District  of  Columbia;  and 

(c)  The  term  "filled  milk"  means  any  milk,  cream,  or  skimmed 
milk,  whether  or  not  condensed,  evaporated,  concentrated,  pow- 
dered, dried,  or  desiccated,  to  which  has  been  added,  or  which  has 
been  blended  or  compounded  with,  any  fat  or  oil  other  than  milk 
fat,  so  that  the  resulting  product  is  in  imitation  or  semblance  of 
milk,  cream,  or  skimmed  milk,  whether  or  not  condensed,  evapo- 
rated, concentrated,  powdered,  dried,  or  desiccated.  This  definition 
shall  not  include  any  distinctive  proprietary  food  compound  not 
readily  mistaken  in  taste  for  milk  or  cream  or  for  evaporated,  con- 
densed, or  powdered  milk,  or  cream  where  such  compound  (1)  is 
prepared  and  designed  for  feeding  infants  and  young  children  and 
customarily  used  on  the  order  of  a  physician;  (2)  is  packed  in  indi- 
vidual cans  containing  not  more  than  sixteen  and  one-half  ounces 
and  bearing  a  label  in  bold  type  that  the  content  is  to  be  used  only 
for  said  purpose;  (3)  is  shipped  in  interstate  or  foreign  commerce 
exclusively  to  physicians,  wholesale  and  retail  druggists,  orphan 
asylums,  child-welfare  associations,  hospitals,  and  similar  institu- 
tions and  generally  disposed  of  by  them.  (Mar.  4,  1923,  ch.  262,  §  1, 
42  Stat.  1486.) 

§  62.  Same,  manufacture,  shipment,  or  delivery  for  shipment  in 
interstate  or  foreign  commerce  prohibited. 

It  is  declared  that  filled  milk,  as  defined  in  section  61  of  this  title 
is  an  adulterated  article  of  food,  injurious  to  the  public  health,  and 
its  sale  constitutes  a  fraud  upon  the  public.  It  shall  be  unlawful  for 
any  person  to  manufacture  within  any  Territory  or  possession,  or 
within  the  District  of  Columbia,  or  to  ship  or  deliver  for  shipment 
in  interstate  or  foreign  commerce,  any  filled  milk.  (Mar.  4,  1923, 
ch.  262,  §  2,  42  Stat.  1487.) 

§  63.  Same;  penalty  for  violations  of  law;  acts,  omissions,  and  so 
forth,  of  agents. 

Any  person  violating  any  provision  of  this  chapter  shall  upon 
conviction  thereof  be  subject  to  a  fine  of  not  more  than  $1,000  or 
imprisonment  of  not  more  than  one  year,  or  both.  When  construing 
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and  enforcing  the  provisions  of  said  sections,  the  act,  omission,  or 
failure  of  any  person  acting  for  or  employed  by  any  individual, 
partnership,  corporation,  or  association,  within  the  scope  of  his  em- 
ployment or  office,  shall  in  every  case  be  deemed  the  act,  omission, 
or  failure,  of  such  individual,  partnership,  corporation,  or  associa- 
tion, as  well  as  of  such  person.  (Mar.  4,  1923,  ch.  262,  §  3,  42  Stat. 
1487.) 

§  64.  Same;  regulations  for  enforcement. 

The  Secretary  of  Health,  Education,  and  Welfare  is  authorized 
and  directed  to  make  and  enforce  such  regulations  as  may  in  his 
judgment  be  necessary  to  carry  out  the  purposes  of  this  chapter. 
(Mar.  4,  1923,  ch.  262,  §  4,  as  added  Aug.  27,  1935,  ch.  743,  49  Stat. 
885;  1940  Reorg.  Plan  No.  IV,  §  12,  eff.  June  30,  1940,  5  F.R.  2421, 
54  Stat.  1237;  1953  Reorg.  Plan  No.  1,  §  5,  eff.  Apr.  11,  1953,  18  F.R. 
2053,  67  Stat.  63.) 
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CHAPTER  5— ADMINISTRATIVE 

******* 

SUBCHAPTER  II— ADMINISTRATIVE  PROCEDURE 
§  551.  Definitions 

For  the  purpose  of  this  subchapter — 

(1)  "agency"  means  each  authority  of  the  Government  of  the 
United  States,  whether  or  not  it  is  within  or  subject  to  review 
by  another  agency,  but  does  not  include — 

(A)  the  Congress; 

(B)  the  courts  of  the  United  States; 

(C)  the  governments  of  the  territories  or  possessions  of 
the  United  States; 

(D)  the  Government  of  the  District  of  Columbia; 

or  except  as  to  the  requirements  of  section  552  of  this  title — 

(E)  agencies  composed  of  representatives  of  the  parties 
or  of  representatives  of  organizations  of  the  parties  to  the 
disputes  determined  by  them; 

(F)  courts  martial  and  military  commissions; 

(G)  military  authority  exercised  in  the  field  in  time  of 
war  or  in  occupied  territory;  or 

(H)  functions  conferred  by  sections  1738,  1739,  1743,  and 
1744  of  title  12;  chapter  2  of  title  41;  or  sections  1622,  1884, 
1891-1902,  and  former  section  1641(b)(2),  of  title  50,  appen- 
dix; 

(2)  "person"  includes  an  individual,  partnership,  corporation, 
association,  or  public  or  private  organization  other  than  an 
agency; 

(3)  "party"  includes  a  person  or  agency  named  or  admitted 
as  a  party,  or  properly  seeking  and  entitled  as  of  right  to  be 
admitted  as  a  party,  in  an  agency  proceeding,  and  a  person  or 
agency  admitted  by  an  agency  as  a  party  for  limited  purposes; 

(4)  "rule"  means  the  whole  or  a  part  of  an  agency  statement 
of  general  or  particular  applicability  and  future  effect  designed 
to  implement,  interpret,  or  prescribe  law  or  policy  or  describ- 
ing the  organization,  procedure,  or  practice  requirements  of  an 
agency  and  includes  the  approval  or  prescription  for  the  future 
of  rates,  wages,  corporate  or  financial  structures  or  reorganiza- 
tions thereof,  prices,  facilities,  appliances,  services  or  allow- 
ances therefor  or  of  valuations,  costs,  or  accounting,  or  prac- 
tices bearing  on  any  of  the  foregoing; 
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(5)  "rule  making"  means  agency  process  for  formulating, 
amending,  or  repealing  a  rule; 

(6)  "order"  means  the  whole  or  a  part  of  a  final  disposition 
whether  affirmative,  negative,  injunctive,  or  declaratory  in 
form,  of  an  agency  in  a  matter  other  than  rule  making  but  in- 
cluding licensing; 

(7)  "adjudication"  means  agency  process  for  the  formulation 
of  an  order; 

(8)  "license"  includes  the  whole  or  a  part  of  an  agency 
permit,  certificate,  approval,  registration,  charter,  membership, 
statutory  exemption  or  other  form  of  permission; 

(9)  "licensing"  includes  agency  process  respecting  the  grant, 
renewal,  denial,  revocation,  suspension,  annulment,  withdraw- 
al, limitation,  amendment,  modification,  or  conditioning  of  a  li- 
cense; 

(10)  "sanction"  includes  the  whole  or  a  part  of  an  agency — 

(A)  prohibition  requirement,  limitation,  or  other  condi- 
tion affecting  the  freedom  of  a  person; 

(B)  withholding  of  relief; 

(C)  imposition  of  penalty  or  fine; 

(D)  destruction,  taking,  seizure,  or  withholding  of  proper- 
ty; 

(E)  assessment  of  damages,  reimbursement,  restitution, 
compensation,  costs,  charges,  or  fees; 

(F)  requirement,  revocation,  or  suspension  of  a  license; 

or 

(G)  taking  other  compulsory  or  restrictive  action; 

(11)  "relief  includes  the  whole  or  a  part  of  an  agency — 

(A)  grant  of  money,  assistance,  license,  authority,  exemp- 
tion, exception,  privilege,  or  remedy; 

(B)  recognition  of  a  claim,  right,  immunity,  privilege,  ex- 
emption, or  exception;  or 

(C)  taking  of  other  action  on  the  application  or  petition 
of,  and  beneficial  to,  a  person; 

(12)  "agency  proceedings"  means  an  agency  process  as  de- 
fined by  paragraphs  (5),  (7),  and  (9)  of  this  section; 

(13)  "agency  action"  includes  the  whole  or  a  part  of  an 
agency  rule,  order,  license,  sanction,  relief,  or  the  equivalent  or 
denial  thereof,  or  failure  to  act;  and 

(14)  "ex  parte  communication"  means  an  oral  or  written 
communication  not  on  the  public  record  with  respect  to  which 
reasonable  prior  notice  to  all  parties  is  not  given,  but  it  shall 
not  include  requests  for  status  reports  on  any  matter  or  pro- 
ceeding covered  by  this  subchapter. 

§§  552,  552a,  552b,  see  page  343. 


§  553.  Rule  making 

(a)  This  section  applies,  according  to  the  provisions  thereof, 
except  to  the  extent  that  there  is  involved — 

(1)  a  military  or  foreign  affairs  function  of  the  United  States; 

or 
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(2)  a  matter  relating  to  agency  management  or  personnel  or 
to  public  property,  loans,  grants,  benefits,  or  contracts. 

(b)  General  notice  of  proposed  rule  making  shall  be  published  in 
the  Federal  Register,  unless  persons  subject  thereto  are  named  and 
either  personally  served  or  otherwise  have  actual  notice  thereof  in 
accordance  with  law.  The  notice  shall  include — 

(1)  a  statement  of  the  time,  place,  and  nature  of  public  rule 
making  proceedings; 

(2)  reference  to  the  legal  authority  under  which  the  rule  is 
proposed;  and 

(3)  either  the  terms  or  substance  of  the  proposed  rule  or  a 
description  of  the  subjects  and  issues  involved. 

Except  when  notice  or  hearing  is  required  by  statute,  this  subsec- 
tion does  not  apply — 

(A)  to  interpretative  rules,  general  statements  of  policy,  or 
rules  of  agency  organization,  procedure,  or  practice;  or 

(B)  when  the  agency  for  good  cause  finds  (and  incorporates 
the  finding  and  a  brief  statement  of  reasons  therefor  in  the 
rules  issued)  that  notice  and  public  procedure  thereon  are  im- 
practicable, unnecessary,  or  contrary  to  the  public  interest. 

(c)  After  notice  required  by  this  section,  the  agency  shall  give  in- 
terested persons  an  opportunity  to  participate  in  the  rule  making 
through  submission  of  written  data,  views,  or  arguments  with  or 
without  opportunity  for  oral  presentation.  After  consideration  of 
the  relevant  matter  presented,  the  agency  shall  incorporate  in  the 
rules  adopted  a  concise  general  statement  of  their  basis  and  pur- 
pose. When  rules  are  required  by  statute  to  be  made  on  the  record 
after  opportunity  for  an  agency  hearing,  sections  556  and  557  of 
this  title  apply  instead  of  this  subsection. 

(d)  The  required  publication  or  service  of  a  substantive  rule  shall 
be  made  not  less  than  30  days  before  its  effective  date,  except — 

(1)  a  substantive  rule  which  grants  or  recognizes  an  exemp- 
tion or  relieves  a  restriction; 

(2)  interpretative  rules  and  statements  of  policy;  or 

(3)  as  otherwise  provided  by  the  agency  for  good  cause  found 
and  published  with  the  rule. 

(e)  Each  agency  shall  give  an  interested  person  the  right  to  peti- 
tion for  the  issuance,  amendment,  or  repeal  of  a  rule. 

§  554.  Adjudications 

(a)  This  section  applies,  according  to  the  provisions  thereof,  in 
every  case  of  adjudication  required  by  statute  to  be  determined  on 
the  record  after  opportunity  for  an  agency  hearing,  except  to  the 
extent  that  there  is  involved — 

(1)  a  matter  subject  to  a  subsequent  trial  of  the  law  and  the 
facts  de  novo  in  a  court; 

(2)  the  selection  or  tenure  of  an  employee,  except  a  1  admin- 
istrative law  judge  appointed  under  section  3105  of  this  title; 

(3)  proceedings  in  which  decisions  rest  solely  on  inspections, 
tests,  or  elections; 

(4)  the  conduct  of  military  or  foreign  affairs  functions; 


1  So  in  original. 


34-808  0-91-13 


x.. 


Sec.  555 


TITLE  5  U.S.C. 


382 


(5)  cases  in  which  an  agency  is  acting  as  an  agent  for  a  court; 

or 

(6)  the  certification  of  worker  representatives. 

(b)  Persons  entitled  to  notice  of  an  agency  hearing  shall  be 
timely  informed  of — 

(1)  the  time,  place,  and  nature  of  the  hearings; 

(2)  the  legal  authority  and  jurisdiction  under  which  the  hear- 
ing is  to  be  held;  and 

(3)  the  matters  of  fact  and  law  asserted. 

When  private  persons  are  the  moving  parties,  other  parties  to  the 
proceeding  shall  give  prompt  notice  of  issues  controverted  in  fact 
or  law;  and  in  other  instances  agencies  may  by  rule  require  respon- 
sive pleading.  In  fixing  the  time  and  place  for  hearings,  due  regard 
shall  be  had  for  the  convenience  and  necessity  of  the  parties  or 
their  representatives. 

(c)  The  agency  shall  give  all  interested  parties  opportunity  for — 

(1)  the  submission  and  consideration  of  facts,  arguments, 
offers  of  settlement,  or  proposals  of  adjustment  when  time,  the 
nature  of  the  proceeding,  and  the  public  interest  permit;  and 

(2)  to  the  extent  that  the  parties  are  unable  so  to  determine 
a  controversy  by  consent,  hearing  and  decision  on  notice  and 
in  accordance  with  sections  556  and  557  of  this  title. 

(d)  The  employee  who  presides  at  the  reception  of  evidence  pur- 
suant to  section  556  of  this  title  shall  make  the  recommended  deci- 
sion or  initial  decision  required  by  section  557  of  this  title,  unless 
he  becomes  unavailable  to  the  agency.  Except  to  the  extent  re- 
quired for  the  disposition  of  ex  parte  matters  as  authorized  by  law, 
such  an  employee  may  not — 

(1)  consult  a  person  or  party  on  a  fact  in  issue,  unless  on 
notice  and  opportunity  for  all  parties  to  participate;  or 

(2)  be  responsible  to  or  subject  to  the  supervision  or  direction 
of  an  employee  or  agent  engaged  in  the  performance  of  investi- 
gative or  prosecuting  functions  for  an  agency. 

An  employee  or  agent  engaged  in  the  performance  of  investigative 
or  prosecuting  functions  for  an  agency  in  a  case  may  not,  in  that  or 
a  factually  related  case,  participate  or  advise  in  the  decision,  rec- 
ommended decision,  or  agency  review  pursuant  to  section  557  of 
this  title,  except  as  witness  or  counsel  in  public  proceedings.  This 
subsection  does  not  apply — 

(A)  in  determining  applications  for  initial  licenses; 

(B)  to  proceedings  involving  the  validity  or  application  of 
rates,  facilities,  or  practices  of  public  utilities  or  carriers;  or 

(C)  to  the  agency  or  a  member  or  members  of  the  body  com- 
prising the  agency. 

(e)  The  agency,  with  like  effect  as  in  the  case  of  other  orders,  and 
in  its  sound  discretion,  may  issue  a  declaratory  order  to  terminate 
a  controversy  or  remove  uncertainty. 

§  555.  Ancillary  matters 

(a)  This  section  applies,  according  to  the  provisions  thereof, 
except  as  otherwise  provided  by  this  subchapter. 

(b)  A  person  compelled  to  appear  in  person  before  an  agency  or 
representative  thereof  is  entitled  to  be  accompanied,  represented, 
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and  advised  by  counsel  or,  if  permitted  by  the  agency,  by  other 
qualified  representative.  A  party  is  entitled  to  appear  in  person  or 
by  or  with  counsel  or  other  duly  qualified  representative  in  an 
agency  proceeding.  So  far  as  the  orderly  conduct  of  public  business 
permits,  an  interested  person  may  appear  before  an  agency  or  its 
responsible  employees  for  the  presentation,  adjustment,  or  determi- 
nation of  an  issue,  request,  or  controversy  in  a  proceeding,  whether 
interlocutory,  summary,  or  otherwise,  or  in  connection  with  an 
agency  function.  With  due  regard  for  the  convenience  and  necessity 
of  the  parties  or  their  representatives  and  within  a  reasonable 
time,  each  agency  shall  proceed  to  conclude  a  matter  presented  to 
it.  This  subsection  does  not  grant  or  deny  a  person  who  is  not  a 
lawyer  the  right  to  appear  for  or  represent  others  before  an  agency 
or  in  an  agency  proceeding. 

(c)  Process,  requirement  of  a  report,  inspection,  or  other  investi- 
gative act  or  demand  may  not  be  issued,  made,  or  enforced  except 
as  authorized  by  law.  A  person  compelled  to  submit  data  or  evi- 
dence is  entitled  to  retain  or,  on  payment  of  lawfully  prescribed 
costs,  procure  a  copy  or  transcript  thereof,  except  that  in  a  nonpub- 
lic investigatory  proceeding  the  witness  may  for  good  cause  be  lim- 
ited to  inspection  of  the  official  transcript  of  his  testimony. 

(d)  Agency  subpenas  authorized  by  law  shall  be  issued  to  a  party 
on  request  and,  when  required  by  rules  of  procedure,  on  a  state- 
ment or  showing  of  general  relevance  and  reasonable  scope  of  the 
evidence  sought.  On  contest,  the  court  shall  sustain  the  subpena  or 
similar  process  or  demand  to  the  extent  that  it  is  found  to  be  in 
accordance  with  law.  In  a  proceeding  for  enforcement,  the  court 
shall  issue  an  order  requiring  the  appearance  of  the  witness  or  the 
production  of  the  evidence  or  data  within  a  reasonable  time  under 
penalty  of  punishment  for  contempt  in  case  of  contumacious  fail- 
ure to  comply. 

(e)  Prompt  notice  shall  be  given  of  the  denial  in  whole  or  in  part 
of  a  written  application,  petition,  or  other  request  of  an  interested 
person  made  in  connection  with  any  agency  proceedings.  Except  in 
affirming  a  prior  denial  or  when  the  denial  is  self-explanatory,  the 
notice  shall  be  accompanied  by  a  brief  statement  of  the  grounds  for 
denial. 

§  556.  Hearings;  presiding  employees;  powers  and  duties;  burden 
of  proof;  evidence;  record  as  basis  of  decision 

(a)  This  section  applies,  according  to  the  provisions  thereof,  to 
hearings  required  by  section  553  or  554  of  this  title  to  be  conducted 
in  accordance  with  this  section. 

(b)  There  shall  preside  at  the  taking  of  evidence — 

(1)  the  agency; 

(2)  one  or  more  members  of  the  body  which  comprises  the 
agency;  or 

(3)  one  or  more  administrative  law  judges  appointed  under 
section  3105  of  this  title. 

This  subchapter  does  not  supersede  the  conduct  of  specified  classes 
of  proceedings,  in  whole  or  in  part,  by  or  before  boards  or  other 
employees  specially  provided  for  by  or  designated  under  statute. 
The  functions  of  presiding  employees  and  of  employees  participat- 
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ing  in  decisions  in  accordance  with  section  557  of  this  title  shall  be 
conducted  in  an  impartial  manner.  A  presiding  or  participating 
employee  may  at  any  time  disqualify  himself.  On  the  filing  in  good 
faith  of  a  timely  and  sufficient  affidavit  of  personal  bias  or  other 
disqualification  of  a  presiding  or  participating  employee,  the 
agency  shall  determine  the  matter  as  a  part  of  the  record  and  deci- 
sion in  the  case. 

(c)  Subject  to  published  rules  of  the  agency  and  within  its  powers, 
employees  presiding  at  hearings  may — 

(1)  administer  oaths  and  affirmations; 

(2)  issue  subpenas  authorized  by  law; 

(3)  rule  on  offers  of  proof  and  receive  relevant  evidence; 

(4)  take  depositions  or  have  depositions  taken  when  the  ends 
of  justice  would  be  served; 

(5)  regulate  the  course  of  the  hearing; 

(6)  hold  conferences  for  the  settlement  or  simplification  of 
the  issues  by  consent  of  the  parties  or  by  the  use  of  alternative 
means  of  dispute  resolution  as  provided  in  subchapter  IV  of 
this  chapter; 

(7)  inform  the  parties  as  to  the  availability  of  one  or  more 
alternative  means  of  dispute  resolution,  and  encourage  use  of 
such  methods; 

(8)  require  the  attendance  at  any  conference  held  pursuant 
to  paragraph  (6)  of  at  least  one  representative  of  each  party 
who  has  authority  to  negotiate  concerning  resolution  of  issues 
in  controversy; 

(9)  dispose  of  procedural  requests  or  similar  matters; 

(10)  make  or  recommend  decisions  in  accordance  with  section 
557  of  this  title;  and 

(11)  take  other  action  authorized  by  agency  rule  consistent 
with  this  subchapter. 

(d)  Except  as  otherwise  provided  by  statute,  the  proponent  of  a 
rule  or  order  has  the  burden  of  proof.  Any  oral  or  documentary  evi- 
dence may  be  received,  but  the  agency  as  a  matter  of  policy  shall 
provide  for  the  exclusion  of  irrelevant,  immaterial,  or  unduly  rep- 
etitious evidence.  A  sanction  may  not  be  imposed  or  rule  or  order 
issued  except  on  consideration  of  the  whole  record  or  those  parts 
thereof  cited  by  a  party  and  supported  by  and  in  accordance  with 
the  reliable,  probative,  and  substantial  evidence.  The  agency  may, 
to  the  extent  consistent  with  the  interests  of  justice  and  the  policy 
of  the  underlying  statutes  administered  by  the  agency,  consider  a 
violation  of  section  557(d)  of  this  title  sufficient  grounds  for  a  deci- 
sion adverse  to  a  party  who  has  knowingly  committed  such  viola- 
tion or  knowingly  caused  such  violation  to  occur.  A  party  is  enti- 
tled to  present  his  case  or  defense  by  oral  or  documentary  evi- 
dence, to  submit  rebuttal  evidence,  and  to  conduct  such  cross-exam- 
ination as  may  be  required  for  a  full  and  true  disclosure  of  the 
facts.  In  rule  making  or  determining  claims  for  money  or  benefits 
or  applications  for  initial  licenses  an  agency  may,  when  a  party 
will  not  be  prejudiced  thereby,  adopt  procedures  for  the  submission 
of  all  or  part  of  the  evidence  in  written  form. 

(e)  The  transcript  of  testimony  and  exhibits,  together  with  all 
papers  and  requests  filed  in  the  proceeding,  constitutes  the  exclu- 
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sive  record  for  decision  in  accordance  with  section  557  of  this  title 
and,  on  payment  of  lawfully  prescribed  costs,  shall  be  made  avail- 
able to  the  parties.  When  an  agency  decision  rests  on  official  notice 
of  a  material  fact  not  appearing  in  the  evidence  in  the  record,  a 
party  is  entitled,  on  timely  request,  to  an  opportunity  to  show  the 
contrary. 

§  557.  Initial  decisions;  conclusiveness;  review  by  agency;  submis- 
sions by  parties;  contents  of  decisions;  record 

(a)  This  section  applies,  according  to  the  provisions  thereof,  when 
a  hearing  is  required  to  be  conducted  in  accordance  with  section 
556  of  this  title. 

(b)  When  the  agency  did  not  preside  at  the  reception  of  the  evi- 
dence, the  presiding  employee  or,  in  cases  not  subject  to  section 
554(d)  of  this  title,  an  employee  qualified  to  preside  at  hearings 
pursuant  to  section  556  of  this  title,  shall  initially  decide  the  case 
unless  the  agency  requires,  either  in  specific  cases  or  by  general 
rule,  the  entire  record  to  be  certified  to  it  for  decision.  When  the 
presiding  employee  makes  an  initial  decision,  that  decision  then  be- 
comes the  decision  of  the  agency  without  further  proceedings 
unless  there  is  an  appeal  to,  or  review  on  motion  of,  the  agency 
within  time  provided  by  rule.  On  appeal  from  or  review  of  the  ini- 
tial decision,  the  agency  has  all  the  powers  which  it  would  have  in 
making  the  initial  decision  except  as  it  may  limit  the  issues  on 
notice  or  by  rule.  When  the  agency  makes  the  decision  without 
having  presided  at  the  reception  of  the  evidence,  the  presiding  em- 
ployee or  an  employee  qualified  to  preside  at  hearings  pursuant  to 
section  556  of  this  title  shall  first  recommend  a  decision,  except 
that  in  rule  making  or  determining  applications  for  initial  li- 
censes— 

(1)  instead  thereof  the  agency  may  issue  a  tentative  decision 
or  one  of  its  responsible  employees  may  recommend  a  decision; 
or 

(2)  this  procedure  may  be  omitted  in  a  case  in  which  the 
agency  finds  on  the  record  that  due  and  timely  execution  of  its 
functions  imperatively  and  unavoidably  so  requires. 

(c)  Before  a  recommended,  initial,  or  tentative  decision,  or  a  deci- 
sion on  agency  review  of  the  decision  of  subordinate  employees,  the 
parties  are  entitled  to  a  reasonable  opportunity  to  submit  for  the 
consideration  of  the  employees  participating  in  the  decisions — 

(1)  proposed  findings  and  conclusions;  or 

(2)  exceptions  to  the  decisions  or  recommended  decisions  of 
subordinate  employees  or  to  tentative  agency  decisions;  and 

(3)  supporting  reasons  for  the  exceptions  or  proposed  findings 
or  conclusions. 

The  record  shall  show  the  ruling  on  each  finding,  conclusion,  or  ex- 
ception presented.  All  decisions,  including  initial,  recommended, 
and  tentative  decisions,  are  a  part  of  the  record  and  shall  include  a 
statement  of— 

(A)  findings  and  conclusions,  and  the  reasons  or  basis  there- 
for, on  all  the  material  issues  of  fact,  law,  or  discretion  pre- 
sented on  the  record;  and 
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(B)  the  appropriate  rule,  order,  sanction,  relief,  or  denial 
thereof. 

(d)(1)  In  any  agency  proceeding  which  is  subject  to  subsection  (a) 
of  this  section,  except  to  the  extent  required  for  the  disposition  of 
ex  parte  matters  as  authorized  by  law — 

(A)  no  interested  person  outside  the  agency  shall  make  or 
knowingly  cause  to  be  made  to  any  member  of  the  body  com- 
prising the  agency,  administrative  law  judge,  or  other  employ- 
ee who  is  or  may  reasonably  be  expected  to  be  involved  in  the 
decisional  process  of  the  proceeding,  an  ex  parte  communica- 
tion relevant  to  the  merits  of  the  proceeding; 

(B)  no  member  of  the  body  comprising  the  agency,  adminis- 
trative law  judge,  or  other  employee  who  is  or  may  reasonably 
be  expected  to  be  involved  in  the  decisional  process  of  the  pro- 
ceeding, shall  make  or  knowingly  cause  to  be  made  to  any  in- 
terested person  outside  the  agency  an  ex  parte  communication 
relevant  to  the  merits  of  the  proceeding; 

(C)  a  member  of  the  body  comprising  the  agency,  administra- 
tive law  judge,  or  other  employee  who  is  or  may  reasonably  be 
expected  to  be  involved  in  the  decisional  process  of  such  pro- 
ceeding who  receives,  or  who  makes  or  knowingly  causes  to  be 
made,  a  communication  prohibited  by  this  subsection  shall 
place  on  the  public  record  of  the  proceeding: 

(i)  all  such  written  communications; 

(ii)  memoranda  stating  the  substance  of  all  such  oral 
communications;  and 

(iii)  all  written  responses,  and  memoranda  stating  the 
substance  of  all  oral  responses,  to  the  materials  described 
in  clauses  (i)  and  (ii)  of  this  subparagraph; 

(D)  upon  receipt  of  a  communication  knowingly  made  or 
knowingly  caused  to  be  made  by  a  party  in  violation  of  this 
subsection,  the  agency,  administrative  law  judge,  or  other  em- 
ployee presiding  at  the  hearing  may,  to  the  extent  consistent 
with  the  interests  of  justice  and  the  policy  of  the  underlying 
statutes,  require  the  party  to  show  cause  why  his  claim  or  in- 
terest in  the  proceeding  should  not  be  dismissed,  denied,  disre- 
garded, or  otherwise  adversely  affected  on  account  of  such  vio- 
lation; and 

(E)  the  prohibitions  of  this  subsection  shall  apply  beginning 
at  such  time  as  the  agency  may  designate,  but  in  no  case  shall 
they  begin  to  apply  later  than  the  time  at  which  a  proceeding 
is  noticed  for  hearing  unless  the  person  responsible  for  the 
communication  has  knowledge  that  it  will  be  noticed,  in  which 
case  the  prohibitions  shall  apply  beginning  at  the  time  of  his 
acquisition  of  such  knowledge. 

(2)  This  subsection  does  not  constitute  authority  to  withhold  in- 
formation from  Congress. 

§  558.  Imposition  of  sanctions;  determination  of  applications  for 
licenses;  suspension,  revocation,  and  expiration  of  li- 
censes 

(a)  This  section  applies,  according  to  the  provisions  thereof,  to 
the  exercise  of  a  power  or  authority. 
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(b)  A  sanction  may  not  be  imposed  or  a  substantive  rule  or  order 
issued  except  within  jurisdiction  delegated  to  the  agency  and  as  au- 
thorized by  law. 

(c)  When  application  is  made  for  a  license  required  by  law,  the 
agency,  with  due  regard  for  the  rights  and  privileges  of  all  the  in- 
terested parties  or  adversely  affected  persons  and  within  a  reasona- 
ble time,  shall  set  and  complete  proceedings  required  to  be  conduct- 
ed in  accordance  with  sections  556  and  557  of  this  title  or  other 
proceedings  required  by  law  and  shall  make  its  decision.  Except  in 
cases  of  willfulness  or  those  in  which  public  health,  interest,  or 
safety  requires  otherwise,  the  withdrawal,  suspension,  revocation, 
or  annulment  of  a  license  is  lawful  only  if,  before  the  institution  of 
agency  proceedings  therefor,  the  licensee  has  been  given — 

(1)  notice  by  the  agency  in  writing  of  the  facts  or  conduct 
which  may  warrant  the  action;  and 

(2)  opportunity  to  demonstrate  or  achieve  compliance  with 
all  lawful  requirements. 

When  the  licensee  has  made  timely  and  sufficient  application  for  a 
renewal  or  a  new  license  in  accordance  with  agency  rules,  a  license 
with  reference  to  an  activity  of  a  continuing  nature  does  not  expire 
until  the  application  has  been  finally  determined  by  the  agency. 

§  559.  Effect  on  other  laws;  effect  of  subsequent  statute 

This  subchapter,  chapter  7,  and  sections  1305,  3105,  3344, 
430K2XE),  5372  and  7521  of  this  title,  and  the  provisions  of  section 
5335(a)(B)  of  this  title  that  relate  to  administrative  law  judges,  do 
not  limit  or  repeal  additional  requirements  imposed  by  statute  or 
otherwise  recognized  by  law.  Except  as  otherwise  required  by  law, 
requirements  or  privileges  relating  to  evidence  or  procedure  apply 
equally  to  agencies  and  persons.  Each  agency  is  granted  the  au- 
thority necessary  to  comply  with  the  requirements  of  this  subchap- 
ter through  the  issuance  of  rules  or  otherwise.  Subsequent  statute 
may  not  be  held  to  supersede  or  modify  this  subchapter,  chapter  7, 
sections  1305,  3105,  3344,  4301(2)(E),  5372  or  7521  of  this  title,  or  the 
provisions  of  section  5335(a)(B)  of  this  title  that  relate  to  hearing 
examiners,  except  to  the  extent  that  it  does  so  expressly. 

******* 

CHAPTER  7— JUDICIAL  REVIEW 
§  701.  Application;  definitions 

(a)  This  chapter  applies,  according  to  the  provisions  thereof, 
except  to  the  extent  that — 

(1)  statutes  preclude  judicial  review;  or 

(2)  agency  action  is  committed  to  agency  discretion  by  law. 

(b)  For  the  purpose  of  this  chapter — 

(1)  ' 'agency"  means  each  authority  of  the  Government  of  the 
United  States,  whether  or  not  it  is  within  or  subject  to  review 
by  another  agency,  but  does  not  include — 

(A)  the  Congress; 

(B)  the  courts  of  the  United  States; 

(C)  the  governments  of  the  territories  or  possessions  of 
the  United  States; 
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(D)  the  government  of  the  District  of  Columbia; 

(E)  agencies  composed  of  representatives  of  the  parties 
or  of  representatives  of  organizations  of  the  parties  to  the 
disputes  determined  by  them; 

(F)  courts  martial  and  military  commissions; 

(G)  military  authority  exercised  in  the  field  in  time  of 
war  or  in  occupied  territory;  or 

(H)  functions  conferred  by  sections  1738,  1739,  1743,  and 
1744  of  title  12;  chapter  2  of  title  41;  or  sections  1622,  1884, 
1891-1902,  and  former  section  1641(b)(2),  of  title  50,  appen- 
dix; and 

(2)  "person",  "rule",  "order",  "license",  "sanction",  "relief, 
and  "agency  action"  have  the  meanings  given  them  by  section 
551  of  this  title. 

§  702.  Right  of  review 

A  person  suffering  legal  wrong  because  of  agency  action,  or  ad- 
versely affected  or  aggrieved  by  agency  action  within  the  meaning 
of  a  relevant  statute,  is  entitled  to  judicial  review  thereof.  An 
action  in  a  court  of  the  United  States  seeking  relief  other  than 
money  damages  and  stating  a  claim  that  an  agency  or  an  officer  or 
employee  thereof  acted  or  failed  to  act  in  an  official  capacity  or 
under  color  of  legal  authority  shall  not  be  dismissed  nor  relief 
therein  be  denied  on  the  ground  that  it  is  against  the  United 
States  or  that  the  United  States  is  an  indispensable  party.  The 
United  States  may  be  named  as  a  defendant  in  any  such  action, 
and  a  judgment  or  decree  may  be  entered  against  the  United 
States:  Provided,  That  any  mandatory  or  injunctive  decree  shall 
specify  the  Federal  officer  or  officers  (by  name  or  by  title),  and 
their  successors  in  office,  personally  responsible  for  compliance. 
Nothing  herein  (1)  affects  other  limitations  on  judicial  review  or 
the  power  or  duty  of  the  court  to  dismiss  any  action  or  deny  relief 
on  any  other  appropriate  legal  or  equitable  ground;  or  (2)  confers 
authority  to  grant  relief  if  any  other  statute  that  grants  consent  to 
suit  expressly  or  impliedly  forbids  the  relief  which  is  sought. 

§  703.  Form  and  venue  of  proceeding 

The  form  of  proceeding  for  judicial  review  is  the  special  statutory 
review  proceeding  relevant  to  the  subject  matter  in  a  court  speci- 
fied by  statute  or,  in  the  absence  or  inadequacy  thereof,  any  appli- 
cable form  of  legal  action,  including  actions  for  declaratory  judg- 
ments or  writs  of  prohibitory  or  mandatory  injunction  or  habeas 
corpus,  in  a  court  of  competent  jurisdiction.  If  no  special  statutory 
review  proceeding  is  applicable,  the  action  for  judicial  review  may 
be  brought  against  the  United  States,  the  agency  by  its  official 
title,  or  the  appropriate  officer.  Except  to  the  extent  that  prior, 
adequate,  and  exclusive  opportunity  for  judicial  review  is  provided 
by  law,  agency  action  is  subject  to  judicial  review  in  civil  or  crimi- 
nal proceedings  for  judicial  enforcement. 

§  704.  Actions  reviewable 

Agency  action  made  reviewable  by  statute  and  final  agency 
action  for  which  there  is  no  other  adequate  remedy  in  a  court  are 
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subject  to  judicial  review.  A  preliminary,  procedural,  or  intermedi- 
ate agency  action  or  ruling  not  directly  reviewable  is  subject  to 
review  on  the  review  of  the  final  agency  action.  Except  as  other- 
wise expressly  required  by  statute,  agency  action  otherwise  final  is 
final  for  the  purposes  of  this  section  whether  or  not  there  has  been 
presented  or  determined  an  application  for  a  declaratory  order,  for 
any  form  of  reconsiderations,  or,  unless  the  agency  otherwise  re- 
quires by  rule  and  provides  that  the  action  meanwhile  is  inoper- 
ative, for  an  appeal  to  superior  agency  authority. 

§  705.  Relief  pending  review 

When  an  agency  finds  that  justice  so  requires,  it  may  postpone 
the  effective  date  of  action  taken  by  it,  pending  judicial  review.  On 
such  conditions  as  may  be  required  and  to  the  extent  necessary  to 
prevent  irreparable  injury,  the  reviewing  court,  including  the  court 
to  which  a  case  may  be  taken  on  appeal  from  or  on  application  for 
certiorari  or  other  writ  to  a  reviewing  court,  may  issue  all  neces- 
sary and  appropriate  process  to  postpone  the  effective  date  of  an 
agency  action  or  to  preserve  status  or  rights  pending  conclusion  of 
the  review  proceedings. 

§  706.  Scope  of  review 

To  the  extent  necessary  to  decision  and  when  presented,  the  re- 
viewing court  shall  decide  all  relevant  questions  of  law,  interpret 
constitutional  and  statutory  provisions,  and  determine  the  meaning 
or  applicability  of  the  terms  of  an  agency  action.  The  reviewing 
court  shall — 

(1)  compel  agency  action  unlawfully  withheld  or  unreason- 
ably delayed;  and 

(2)  hold  unlawful  and  set  aside  agency  action,  findings,  and 
conclusions  found  to  be — 

(A)  arbitrary,  capricious,  an  abuse  of  discretion,  or  other- 
wise not  in  accordance  with  law; 

(B)  contrary  to  constitutional  right,  power,  privilege,  or 
immunity; 

(C)  in  excess  of  statutory  jurisdiction,  authority,  or  limi- 
tations, or  short  of  statutory  right; 

(D)  without  observance  of  procedure  required  by  law; 

(E)  unsupported  by  substantial  evidence  in  a  case  subject 
to  sections  556  and  557  of  this  title  or  otherwise  reviewed 
on  the  record  of  an  agency  hearing  provided  by  statute;  or 

(F)  unwarranted  by  the  facts  to  the  extent  that  the  facts 
are  subject  to  trial  de  novo  by  the  reviewing  court. 

In  making  the  foregoing  determinations,  the  court  shall  review  the 
whole  record  or  those  parts  of  it  cited  by  a  party,  and  due  account 
shall  be  taken  of  the  rule  of  prejudicial  error. 

ADMINISTRATIVE  LAW  JUDGES  (5  U.S.C.  3105,  3344,  5362,  and 

7521) 

******* 
§  3105.  Appointment  of  administrative  law  judges 
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Each  agency  shall  appoint  as  many  administrative  law  judges  as 
are  necessary  for  proceedings  required  to  be  conducted  in  accord- 
ance with  sections  556  and  557  of  this  title.  Administrative  law 
judges  shall  be  assigned  to  cases  in  rotation  so  far  as  practicable, 
and  may  not  perform  duties  inconsistent  with  their  duties  and  re- 
sponsibilities as  administrative  law  judges. 

§  3344.  Details;  administrative  law  judges 

An  agency  as  defined  by  section  551  of  this  title  which  occasion- 
ally or  temporarily  is  insufficiently  staffed  with  administrative  law 
judges  appointed  under  section  3105  of  this  title  may  use  adminis- 
trative law  judges  selected  by  the  Office  of  Personnel  Management 
from  and  with  the  consent  of  other  agencies. 

******* 

§  5372.  Administrative  law  judges 

Administrative  law  judges  appointed  under  section  3105  of  this 
title  are  entitled  to  pay  prescribed  by  the  Office  of  Personnel  Man- 
agement independently  of  agency  recommendations  or  ratings  and 
in  accordance  with  subchapter  III  of  this  chapter  and  chapter  51  of 
this  title. 

******* 

§  7521.  Actions  against  administrative  law  judges 

(a)  An  action  may  be  taken  against  an  administrative  law  judge 
appointed  under  section  3105  of  this  title  by  the  agency  in  which 
the  administrative  law  judge  is  employed  only  for  good  cause  estab- 
lished and  determined  by  the  Merit  Systems  Protection  Board  on 
the  record  after  opportunity  for  hearing  before  the  Board. 

(b)  The  actions  covered  by  this  section  are — 

(1)  a  removal; 

(2)  a  suspension; 

(3)  a  reduction  in  grade; 

(4)  a  reduction  in  pay;  and 

(5)  a  furlough  of  30  days  or  less; 
but  do  not  include — 

(A)  a  suspension  or  removal  under  section  7532  of  this  title; 

(B)  a  reduction-in-force  action  under  section  3502  of  this  title; 

or 

(C)  any  action  initiated  under  section  1206  of  this  title. 


ADMINISTRATIVE  PRACTICE 


Title  5,  United  States  Code 
CHAPTER  5— ADMINISTRATIVE  PROCEDURE 

SUBCHAPTER  I. — GENERAL  PROVISIONS 

§  500.  Administrative  practice;  general  provisions 

(a)  For  the  purpose  of  this  section — 

(1)  "agency"  has  the  meaning  given  it  by  section  551  of  this 
title;  and 

(2)  "State"  means  a  State,  a  territory  or  possession  of  the 
United  States  including  a  Commonwealth,  or  the  District  of 
Columbia. 

(b)  An  individual  who  is  a  member  in  good  standing  of  the  bar  of 
the  highest  court  of  a  State  may  represent  a  person  before  an 
agency  on  filing  with  the  agency  a  written  declaration  that  he  is 
currently  qualified  as  provided  by  this  subsection  and  is  authorized 
to  represent  the  particular  person  in  whose  behalf  he  acts. 

(c)  An  individual  who  is  duly  qualified  to  practice  as  a  certified 
public  accountant  in  a  State  may  represent  a  person  before  the  In- 
ternal Revenue  Service  of  the  Treasury  Department  on  filing  with 
that  agency  a  written  declaration  that  he  is  currently  qualified  as 
provided  by  this  subsection  and  is  authorized  to  represent  the  par- 
ticular person  in  whose  behalf  he  acts. 

(d)  This  section  does  not — 

(1)  grant  or  deny  to  an  individual  who  is  not  qualified  as  pro- 
vided by  subsection  (b)  or  (c)  of  this  section  the  right  to  appear 
for  or  represent  a  person  before  an  agency  or  in  an  agency  pro- 
ceeding; 

(2)  authorize  or  limit  the  discipline,  including  disbarment,  of 
individuals  who  appear  in  a  representative  capacity  before  an 
agency; 

(3)  authorize  an  individual  who  is  a  former  employee  of  an 
agency  to  represent  a  person  before  an  agency  when  the  repre- 
sentation is  prohibited  by  statute  or  regulation;  or 

(4)  prevent  an  agency  from  requiring  a  power  of  attorney  as 
a  condition  to  the  settlement  of  a  controversy  involving  the 
payment  of  money. 

(e)  Subsections  (b)-(d)  of  this  section  do  not  apply  to  practice 
before  the  Patent  Office  with  respect  to  patent  matters  that  contin- 
ue to  be  covered  by  chapter  3  (sections  31-33)  of  title  35. 

(f)  When  a  participant  in  a  matter  before  an  agency  is  represent- 
ed by  an  individual  qualified  under  subsection  (b)  or  (c)  of  this  sec- 
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tion,  a  notice  or  other  written  communication  required  or  permit- 
ted to  be  given  the  participant  in  the  matter  shall  be  given  to  the 
representative  in  addition  to  any  other  service  specifically  required 
by  statute.  When  a  participant  is  represented  by  more  than  one 
such  qualified  representative,  service  on  any  one  of  the  representa- 
tives is  sufficient. 

******* 

§  503.  Witness  fees  and  allowances 

(a)  For  the  purpose  of  this  section  "  agency"  has  the  meaning 
given  it  by  section  5721  of  this  title. 

(b)  A  witness  is  entitled  to  the  fees  and  allowances  allowed  by 
statute  for  witnesses  in  the  courts  of  the  United  States  when — 

(1)  he  is  subpenaed  under  section  304(a)  of  this  title;  or 

(2)  he  is  subpenaed  to  and  appears  at  a  hearing  before  an 
agency  authorized  by  law  to  hold  hearings  and  subpena  wit- 
nesses to  attend  the  hearings. 


RULEMAKING  AUTHORITY;  DELEGATION 


Title  5,  United  States  Code 
CHAPTER  3— POWERS 

Sec. 

301.  Departmental  regulations. 

302.  Delegation  of  authority. 

303.  Oaths  to  witnesses. 

304.  Subpenas. 

305.  Systematic  agency  review  of  operations. 
§  301.  Departmental  regulations 

The  head  of  an  Executive  department  or  military  department 
may  prescribe  regulations  for  the  government  of  his  department, 
the  conduct  of  its  employees,  the  distribution  and  performance  of 
its  business,  and  the  custody,  use,  and  preservation  of  its  records, 
papers,  and  property.  This  section  does  not  authorize  withholding 
information  from  the  public  or  limiting  the  availability  of  records 
to  the  public. 

§  302.  Delegation  of  authority 

(a)  For  the  purpose  of  this  section,  ' 'agency"  has  the  meaning 
given  it  by  section  5721  of  this  title. 

(b)  In  addition  to  the  authority  to  delegate  conferred  by  other 
law,  the  head  of  an  agency  may  delegate  to  subordinate  officials 
the  authority  vested  in  him — 

(1)  by  law  to  take  final  action  on  matters  pertaining  to  the 
employment,  direction,  and  general  administration  of  person- 
nel under  his  agency;  and 

(2)  by  section  3702  of  title  44  to  authorize  the  publication  of 
advertisements,  notices,  or  proposals. 


INFORMATION  AND  PRIVACY 


§  552.  Public  information;  agency  rules,  opinions,  orders,  records, 
and  proceedings 

(a)  Each  agency  shall  make  available  to  the  public  information  as 
follows: 

(1)  Each  agency  shall  separately  state  and  currently  publish  in 
the  Federal  Register  for  the  guidance  of  the  public — 

(A)  descriptions  of  its  central  and  field  organization  and  the 
established  places  at  which,  the  employees  (and  in  the  case  of  a 
uniformed  service,  the  members)  from  whom,  and  the  methods 
whereby,  the  public  may  obtain  information,  make  submittals 
or  requests,  or  obtain  decisions; 

(B)  statements  of  the  general  course  and  method  by  which  its 
functions  are  channeled  and  determined,  including  the  nature 
and  requirements  of  all  formal  and  informal  procedures  avail- 
able; 

(C)  rules  of  procedure,  descriptions  of  forms  available  or  the 
places  at  which  forms  may  be  obtained,  and  instructions  as  to 
the  scope  and  contents  of  all  papers,  reports,  or  examinations; 

(D)  substantive  rules  of  general  applicability  adopted  as  au- 
thorized by  law,  and  statements  of  general  policy  or  interpreta- 
tions of  general  applicability  formulated  and  adopted  by  the 
agency;  and 

(E)  each  amendment,  revision,  or  repeal  of  the  foregoing. 
Except  to  the  extent  that  a  person  has  actual  and  timely  notice  of 
the  terms  thereof,  a  person  may  not  in  any  manner  be  required  to 
resort  to,  or  be  adversely  affected  by,  a  matter  required  to  be  pub- 
lished in  the  Federal  Register  and  not  so  published.  For  the  pur- 
pose of  this  paragraph,  matter  reasonably  available  to  the  class  of 
persons  affected  thereby  is  deemed  published  in  the  Federal  Regis- 
ter when  incorporated  by  reference  therein  with  the  approval  of 
the  Director  of  the  Federal  Register. 

(2)  Each  agency,  in  accordance  with  published  rules,  shall  make 
available  for  public  inspection  and  copying — 

(A)  final  opinions,  including  concurring  and  dissenting  opin- 
ions, as  well  as  orders,  made  in  the  adjudication  of  cases; 

(B)  those  statements  of  policy  and  interpretations  which 
have  been  adopted  by  the  agency  and  are  not  published  in  the 
Federal  Register;  and 

(C)  administrative  staff  manuals  and  instructions  to  staff 
that  affect  a  member  of  the  public; 

unless  the  materials  are  promptly  published  and  copies  offered  for 
sale.  To  the  extent  required  to  prevent  a  clearly  unwarranted  inva- 
sion of  personal  privacy,  an  agency  may  delete  identifying  details 
when  it  makes  available  or  publishes  an  opinion,  statement  of 
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policy,  interpretation,  or  staff  manual  or  instruction.  However,  in 
each  case  the  justification  for  the  deletion  shall  be  explained  fully 
in  writing.  Each  agency  shall  also  maintain  and  make  available  for 
public  inspection  and  copying  current  indexes  providing  identifying 
information  for  the  public  as  to  any  matter  issued,  adopted,  or  pro- 
mulgated after  July  4,  1967,  and  required  by  this  paragraph  to  be 
made  available  or  published.  Each  agency  shall  promptly  publish, 
quarterly  or  more  frequently,  and  distribute  (by  sale  or  otherwise) 
copies  of  each  index  or  supplements  thereto  unless  it  determines  by 
order  published  in  the  Federal  Register  that  the  publication  would 
be  unnecessary  and  impracticable,  in  which  case  the  agency  shall 
nonetheless  provide  copies  of  such  index  on  request  at  a  cost  not  to 
exceed  the  direct  cost  of  duplication.  A  final  order,  opinion,  state- 
ment of  policy,  interpretation,  or  staff  manual  or  instruction  that 
affects  a  member  of  the  public  may  be  relied  on,  used,  or  cited  as 
precedent  by  an  agency  against  a  party  other  than  an  agency  only 
if— 

(i)  it  has  been  indexed  and  either  made  available  or  pub- 
lished as  provided  by  this  paragraph;  or 

(ii)  the  party  has  actual  and  timely  notice  of  the  terms  there- 
of. 

(3)  Except  with  respect  to  the  records  made  available  under  para- 
graphs (1)  and  (2)  of  this  subsection,  each  agency,  upon  any  request 
for  records  which  (A)  reasonably  describes  such  records  and  (B)  is 
made  in  accordance  with  published  rules  stating  the  time,  place, 
fees  (if  any),  and  procedures  to  be  followed,  shall  make  the  records 
promptly  available  to  any  person. 

(4)  (A)(i)  In  order  to  carry  out  the  provisions  of  this  section,  each 
agency  shall  promulgate  regulations,  pursuant  to  notice  and  re- 
ceipt of  public  comment,  specifying  the  schedule  of  fees  applicable 
to  the  processing  of  requests  under  this  section  and  establishing 
procedures  and  guidelines  for  determining  when  such  fees  should 
be  waived  or  reduced.  Such  schedule  shall  conform  to  the  guide- 
lines which  shall  be  promulgated,  pursuant  to  notice  and  receipt  of 
public  comment,  by  the  Director  of  the  Office  of  Management  and 
Budget  and  which  shall  provide  for  a  uniform  schedule  of  fees  for 
all  agencies. 

(ii)  Such  agency  regulations  shall  provide  that — 

(I)  fees  shall  be  limited  to  reasonable  standard  charges  for 
document  search,  duplication,  and  review,  when  records  are  re- 
quested for  commercial  use; 

(II)  fees  shall  be  limited  to  reasonable  standard  charges  for 
document  duplication  when  records  are  not  sought  for  commer- 
cial use  and  the  request  is  made  by  an  educational  or  noncom- 
mercial scientific  institution,  whose  purpose  is  scholarly  or  sci- 
entific research;  or  a  representative  of  the  news  media;  and 

(III)  for  any  request  not  described  in  (I)  or  (II),  fees  shall  be 
limited  to  reasonable  standard  charges  for  document  search 
and  duplication. 

(iii)  Documents  shall  be  furnished  without  any  charge  or  at  a 
charge  reduced  below  the  fees  established  under  clause  (ii)  if  disclo- 
sure of  the  information  is  in  the  public  interest  because  it  is  likely 
to  contribute  significantly  to  public  understanding  of  the  oper- 
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ations  or  activities  of  the  government  and  is  not  primarily  in  the 
commercial  interest  of  the  requester. 

(iv)  Fee  schedules  shall  provide  for  the  recovery  of  only  the  direct 
costs  of  search,  duplication,  or  review.  Review  costs  shall  include 
only  the  direct  costs  incurred  during  the  initial  examination  of  a 
document  for  the  purposes  of  determining  whether  the  documents 
must  be  disclosed  under  this  section  and  for  the  purposes  of  with- 
holding any  portions  exempt  from  disclosure  under  this  section. 
Review  costs  may  not  include  any  costs  incurred  in  resolving  issues 
of  law  or  policy  that  may  be  raised  in  the  course  of  processing  a 
request  under  this  section.  No  fee  may  be  charged  by  any  agency 
under  this  section — 

(I)  if  the  costs  of  routine  collection  and  processing  of  the  fee 
are  likely  to  equal  or  exceed  the  amount  of  the  fee;  or 

(II)  for  any  request  described  in  clause  (ii)  (II)  or  (III)  of  this 
subparagraph  for  the  first  two  hours  of  search  time  or  for  the 
first  one  hundred  pages  of  duplication. 

(v)  No  agency  may  require  advance  payment  of  any  fee  unless 
the  requester  has  previously  failed  to  pay  fees  in  a  timely  fashion, 
or  the  agency  has  determined  that  the  fee  will  exceed  $250. 

(vi)  Nothing  in  this  subparagraph  shall  supersede  fees  chargeable 
under  a  statute  specifically  providing  for  setting  the  level  of  fees 
for  particular  types  of  records. 

(vii)  In  any  action  by  a  requester  regarding  the  waiver  of  fees 
under  this  section,  the  court  shall  determine  the  matter  de  novo: 
Provided,  That  the  court's  review  of  the  matter  shall  be  limited  to 
the  record  before  the  agency. 

(B)  On  complaint,  the  district  court  of  the  United  States  in  the 
district  in  which  the  complainant  resides,  or  has  his  principal  place 
of  business,  or  in  which  the  agency  records  are  situated,  or  in  the 
District  of  Columbia,  has  jurisdiction  to  enjoin  the  agency  from 
withholding  agency  records  and  to  order  the  production  of  any 
agency  records  improperly  withheld  from  the  complainant.  In  such 
a  case  the  court  shall  determine  the  matter  de  novo,  and  may  ex- 
amine the  contents  of  such  agency  records  in  camera  to  determine 
whether  such  records  or  any  part  thereof  shall  be  withheld  under 
any  of  the  exemptions  set  forth  in  subsection  (b)  of  this  section,  and 
the  burden  is  on  the  agency  to  sustain  its  action. 

(C)  Notwithstanding  any  other  provision  of  law,  the  defendant 
shall  serve  an  answer  or  otherwise  plead  to  any  complaint  made 
under  this  subsection  within  thirty  days  after  service  upon  the  de- 
fendant of  the  pleading  in  which  such  complaint  is  made,  unless 
the  court  otherwise  directs  for  good  cause  shown. 

(D)  [Repealed.] 

(E)  The  court  may  assess  against  the  United  States  reasonable  at- 
torney fees  and  other  litigation  costs  reasonably  incurred  in  any 
case  under  this  section  in  which  the  complainant  has  substantially 
prevailed. 

(F)  Whenever  the  court  orders  the  production  of  any  agency 
records  improperly  withheld  from  the  complainant  and  assesses 
against  the  United  States  reasonable  attorney  fees  and  other  litiga- 
tion costs,  and  the  court  additionally  issues  a  written  finding  that 
the  circumstances  surrounding  the  withholding  raise  questions 
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whether  agency  personnel  acted  arbitrarily  or  capriciously  with  re- 
spect to  the  withholding,  the  Special  Counsel  shall  promptly  initi- 
ate a  proceeding  to  determine  whether  disciplinary  action  is  war- 
ranted against  the  officer  or  employee  who  was  primarily  responsi- 
ble for  the  withholding.  The  Special  Counsel,  after  investigation 
and  consideration  of  the  evidence  submitted,  shall  submit  his  find- 
ings and  recommendations  to  the  administrative  authority  of  the 
agency  concerned  and  shall  send  copies  of  the  findings  and  recom- 
mendations to  the  officer  or  employee  or  his  representative.  The 
administrative  authority  shall  take  the  corrective  action  that  the 
Special  Counsel  recommends. 

(G)  In  the  event  of  noncompliance  with  the  order  of  the  court, 
the  district  court  may  punish  for  contempt  the  responsible  employ- 
ee, and  in  the  case  of  a  uniformed  service,  the  responsible  member. 

(5)  Each  agency  having  more  than  one  member  shall  maintain 
and  make  available  for  public  inspection  a  record  of  the  final  votes 
of  each  member  in  every  agency  proceeding. 

(6)  (A)  Each  agency,  upon  any  request  for  records  made  under 
paragraph  (1),  (2),  or  (3)  of  this  subsection,  shall — 

(i)  determine  within  ten  days  (excepting  Saturdays,  Sundays, 
and  legal  public  holidays)  after  the  receipt  of  any  such  request 
whether  to  comply  with  such  request  and  shall  immediately 
notify  the  person  making  such  request  of  such  determination 
and  the  reasons  therefor,  and  of  the  right  of  such  person  to 
appeal  to  the  head  of  the  agency  any  adverse  determination; 
and 

(ii)  make  a  determination  with  respect  to  any  appeal  within 
twenty  days  (excepting  Saturdays,  Sundays,  and  legal  public 
holidays)  after  the  receipt  of  such  appeal.  If  on  appeal  the 
denial  of  the  request  for  records  is  in  whole  or  in  part  upheld, 
the  agency  shall  notify  the  person  making  such  request  of  the 
provisions  for  judicial  review  of  that  determination  under 
paragraph  (4)  of  this  subsection. 

(B)  In  unusual  circumstances  as  specified  in  this  subparagraph, 
the  time  limits  prescribed  in  either  clause  (i)  or  clause  (ii)  of  sub- 
paragraph (A)  may  be  extended  by  written  notice  to  the  person 
making  such  request  setting  forth  the  reasons  for  such  extension 
and  the  date  on  which  a  determination  is  expected  to  be  dis- 
patched. No  such  notice  shall  specify  a  date  that  would  result  in  an 
extension  for  more  than  ten  working  days.  As  used  in  this  subpara- 
graph, "unusual  circumstances"  means,  but  only  to  the  extent  rea- 
sonably necessary  to  the  proper  processing  of  the  particular  re- 
quest— 

(i)  the  need  to  search  for  and  collect  the  requested  records 
from  field  facilities  or  other  establishments  that  are  separate 
from  the  office  processing  the  request; 

(ii)  the  need  to  search  for,  collect,  and  appropriately  examine 
a  voluminous  amount  of  separate  and  distinct  records  which 
are  demanded  in  a  single  request;  or 

(iii)  the  need  for  consultation,  which  shall  be  conducted  with 
all  practicable  speed,  with  another  agency  having  a  substantial 
interest  in  the  determination  of  the  request  or  among  two  or 
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more  components  of  the  agency  having  substantial  subject- 
matter  interest  therein. 
(C)  Any  person  making  a  request  to  any  agency  for  records  under 
paragraph  (1),  (2),  or  (3)  of  this  subsection  shall  be  deemed  to  have 
exhausted  his  administrative  remedies  with  respect  to  such  request 
if  the  agency  fails  to  comply  with  the  applicable  time  limit  provi- 
sions of  this  paragraph.  If  the  Government  can  show  exceptional 
circumstances  exist  and  that  the  agency  is  exercising  due  diligence 
in  responding  to  the  request,  the  court  may  retain  jurisdiction  and 
allow  the  agency  additional  time  to  complete  its  review  of  the 
records.  Upon  any  determination  by  an  agency  to  comply  with  a 
request  for  records,  the  records  shall  be  made  promptly  available  to 
such  person  making  such  request.  Any  notification  of  denial  of  any 
request  for  records  under  this  subsection  shall  set  forth  the  names 
and  titles  or  positions  of  each  person  responsible  for  the  denial  of 
such  request. 

(b)  This  section  does  not  apply  to  matters  that  are — 

(1)  (A)  specifically  authorized  under  criteria  established  by  an 
Executive  order  to  be  kept  secret  in  the  interest  of  national  de- 
fense or  foreign  policy  and  (B)  are  in  fact  properly  classified 
pursuant  to  such  Executive  order; 

(2)  related  solely  to  the  internal  personnel  rules  and  prac- 
tices of  an  agency; 

(3)  specifically  exempted  from  disclosure  by  statute  (other 
than  section  552b  of  this  title),  provided  that  such  statute  (A) 
requires  that  the  matters  be  withheld  from  the  public  in  such 
a  manner  as  to  leave  no  discretion  on  the  issue,  or  (B)  estab- 
lishes particular  criteria  for  withholding  or  refers  to  particular 
types  of  matters  to  be  withheld; 

(4)  trade  secrets  and  commercial  or  financial  information  ob- 
tained from  a  person  and  privileged  or  confidential; 

(5)  inter-agency  or  intra-agency  memorandums  or  letters 
which  would  not  be  available  by  law  to  a  party  other  than  an 
agency  in  litigation  with  the  agency; 

(6)  personnel  and  medical  files  and  similar  files  the  disclo- 
sure of  which  would  constitute  a  clearly  unwarranted  invasion 
of  personal  privacy; 

(7)  records  or  information  compiled  for  law  enforcement  pur- 
poses, but  only  to  the  extent  that  the  production  of  such  law 
enforcement  records  or  information  (A)  could  reasonably  be  ex- 
pected to  interfere  with  enforcement  proceedings,  (B)  would  de- 
prive a  person  of  a  right  to  a  fair  trial  or  an  impartial  adjudi- 
cation, (C)  could  reasonably  be  expected  to  constitute  an  un- 
warranted invasion  of  personal  privacy,  (D)  could  reasonably 
be  expected  to  disclose  the  identity  of  a  confidential  source,  in- 
cluding a  State,  local,  or  foreign  agency  or  authority  or  any 
private  institution  which  furnished  information  on  a  confiden- 
tial basis,  and,  in  the  case  of  a  record  or  information  compiled 
by  criminal  law  enforcement  authority  in  the  course  of  a  crimi- 
nal investigation  or  by  an  agency  conducting  a  lawful  national 
security  intelligence  investigation,  information  furnished  by  a 
confidential  source,  (E)  would  disclose  techniques  and  proce- 
dures for  law  enforcement  investigations  or  prosecutions,  or 
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would  disclose  guidelines  for  law  enforcement  investigations  or 
prosecutions  if  such  disclosure  could  reasonably  be  expected  to 
risk  circumvention  of  the  law,  or  (F)  could  reasonably  be  ex- 
pected to  endanger  the  life  or  physical  safety  of  any  individual; 

(8)  contained  in  or  related  to  examination,  operating,  or  con- 
dition reports  prepared  by,  on  behalf  of,  or  for  the  use  of  an 
agency  responsible  for  the  regulation  or  supervision  of  finan- 
cial institutions;  or 

(9)  geological  and  geophysical  information  and  data,  includ- 
ing maps,  concerning  wells. 

Any  reasonably  segregable  portion  of  a  record  shall  be  provided  to 
any  person  requesting  such  record  after  deletion  of  the  portions 
which  are  exempt  under  this  subsection. 

(c)  (1)  Whenever  a  request  is  made  which  involves  access  to 
records  described  in  subsection  (b)(7)(A)  and — 

(A)  the  investigation  or  proceeding  involves  a  possible  viola- 
tion of  criminal  law;  and 

(B)  there  is  reason  to  believe  that  (i)  the  subject  of  the  inves- 
tigation or  proceeding  is  not  aware  of  its  pendency,  and  (ii)  dis- 
closure of  the  existence  of  the  records  could  reasonably  be  ex- 
pected to  interfere  with  enforcement  proceedings, 

the  agency  may,  during  only  such  time  as  that  circumstance  con- 
tinues, treat  the  records  as  not  subject  to  the  requirements  of  this 
section. 

(2)  Whenever  informant  records  maintained  by  a  criminal  law 
enforcement  agency  under  an  informant's  name  or  personal  identi- 
fier are  requested  by  a  third  party  according  to  the  informant's 
name  or  personal  identifier,  the  agency  may  treat  the  records  as 
not  subject  to  the  requirements  of  this  section  unless  the  inform- 
ant's status  as  an  informant  has  been  officially  confirmed. 

(3)  Whenever  a  request  is  made  which  involves  access  to  records 
maintained  by  the  Federal  Bureau  of  Investigation  pertaining  to 
foreign  intelligence  or  counterintelligence,  or  international  terror- 
ism, and  the  existence  of  the  records  is  classified  information  as 
provided  in  subsection  (b)(1),  the  Bureau  may,  as  long  as  the  exist- 
ence of  the  records  remains  classified  information,  treat  the 
records  as  not  subject  to  the  requirements  of  this  section. 

(d)  This  section  does  not  authorize  withholding  of  information  or 
limit  the  availability  of  records  to  the  public,  except  as  specifically 
stated  in  this  section.  This  section  is  not  authority  to  withhold  in- 
formation from  Congress. 

(e)  On  or  before  March  1  of  each  calendar  year,  each  agency  shall 
submit  a  report  covering  the  preceding  calendar  year  to  the  Speak- 
er of  the  House  of  Representatives  and  President  of  the  Senate  for 
referral  to  the  appropriate  committees  of  the  Congress.  The  report 
shall  include — 

(1)  the  number  of  determinations  made  by  such  agency  not 
to  comply  with  requests  for  records  made  to  such  agency  under 
subsection  (a)  and  the  reasons  for  each  such  determination; 

(2)  the  number  of  appeals  made  by  persons  under  subsection 
(a)(6),  the  result  of  such  appeals,  and  the  reason  for  the  action 
upon  each  appeal  that  results  in  a  denial  of  information; 
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(3)  the  names  and  titles  or  positions  of  each  person  responsi- 
ble for  the  denial  of  records  requested  under  this  section,  and 
the  number  of  instances  of  participation  for  each; 

(4)  the  results  of  each  proceeding  conducted  pursuant  to  sub- 
section (a)(4)(F),  including  a  report  of  the  disciplinary  action 
taken  against  the  officer  or  employee  who  was  primarily  re- 
sponsible for  improperly  withholding  records  or  an  explanation 
of  why  disciplinary  action  was  not  taken; 

(5)  a  copy  of  every  rule  made  by  such  agency  regarding  this 
section; 

(6)  a  copy  of  the  fee  schedule  and  the  total  amount  of  fees 
collected  by  the  agency  for  making  records  available  under  this 
section;  and 

(7)  such  other  information  as  indicates  efforts  to  administer 
fully  this  section. 

The  Attorney  General  shall  submit  an  annual  report  on  or  before 
March  1  of  each  calendar  year  which  shall  include  for  the  prior 
calendar  year  a  listing  of  the  number  of  cases  arising  under  this 
section,  the  exemption  involved  in  each  case,  the  disposition  of 
such  case,  and  the  cost,  fees,  and  penalties  assessed  under  subsec- 
tions (a)(4)(E),  (F),  and  (G).  Such  report  shall  also  include  a  descrip- 
tion of  the  efforts  undertaken  by  the  Department  of  Justice  to  en- 
courage agency  compliance  with  this  section. 

(f)  For  purposes  of  this  section,  the  term  ' "agency"  as  defined  in 
section  551(1)  of  this  title  includes  any  executive  department,  mili- 
tary department,  Government  corporation,  Government  controlled 
corporation,  or  other  establishment  in  the  executive  branch  of  the 
Government  (including  the  Executive  Office  of  the  President),  or 
any  independent  regulatory  agency. 

§  552a.  Records  Maintained  on  Individuals 

(a)  Definitions. — For  purposes  of  this  section — 

(1)  the  term  "agency"  means  agency  as  defined  in  section 
552(e)  of  this  title; 

(2)  the  term  "individual"  means  a  citizen  of  the  United 
States  or  an  alien  lawfully  admitted  for  permanent  residence; 

(3)  the  term  "maintain"  includes  maintain,  collect,  use,  or 
disseminate; 

(4)  the  term  "record"  means  any  item,  collection,  or  grouping 
of  information  about  an  individual  that  is  maintained  by  an 
agency,  including,  but  not  limited  to,  his  education,  financial 
transactions,  medical  history,  and  criminal  or  employment  his- 
tory and  that  contains  his  name,  or  the  identifying  number, 
symbol,  or  other  identifying  particular  assigned  to  the  individ- 
ual, such  as  a  finger  or  voice  print  or  a  photograph; 

(5)  the  term  "system  of  records"  means  a  group  of  any 
records  under  the  control  of  any  agency  from  which  informa- 
tion is  retrieved  by  the  name  of  the  individual  or  by  some  iden- 
tifying number,  symbol,  or  other  identifying  particular  as- 
signed to  the  individual; 

(6)  the  term  "statistical  record"  means  a  record  in  a  system 
of  records  maintained  for  statistical  research  or  reporting  pur- 
poses only  and  not  used  in  whole  or  in  part  in  making  any  de- 
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termination  about  an  identifiable  individual,  except  as  provid- 
ed by  section  8  of  title  13; 

(7)  the  term  "routine  use"  means,  with  respect  to  the  disclo- 
sure of  a  record,  the  use  of  such  record  for  a  purpose  which  is 
compatible  with  the  purpose  for  which  it  was  collected; 

(8)  the  term  "matching  program" — 

(A)  means  any  computerized  comparison  of — 

(i)  two  or  more  automated  systems  of  records  or  a 
system  of  records  with  non-Federal  records  for  the 
purpose  of— 

(I)  establishing  or  verifying  the  eligibility  of,  or 
continuing  compliance  with  statutory  and  regula- 
tory requirements  by,  applicants  for,  recipients  or 
beneficiaries  of,  participants  in,  or  providers  of 
services  with  respect  to,  cash  or  in-kind  assistance 
or  payments  under  Federal  benefit  programs,  or 

(II)  recouping  payments  or  delinquent  debts 
under  such  Federal  benefit  programs,  or 

(ii)  two  or  more  automated  Federal  personnel  or 
payroll  systems  of  records  or  a  system  of  Federal  per- 
sonnel or  payroll  records  with  non-Federal  records, 

(B)  but  does  not  include — 

(i)  matches  performed  to  produce  aggregate  statisti- 
cal data  without  any  personal  identifiers; 

(ii)  matches  performed  to  support  any  research  or 
statistical  project,  the  specific  data  of  which  may  not 
be  used  to  make  decisions  concerning  the  rights,  bene- 
fits, or  privileges  of  specific  individuals; 

(iii)  matches  performed,  by  an  agency  (or  component 
thereof)  which  performs  as  its  principal  function  any 
activity  pertaining  to  the  enforcement  of  criminal 
laws,  subsequent  to  the  initiation  of  a  specific  criminal 
or  civil  law  enforcement  investigation  of  a  named 
person  or  persons  for  the  purpose  of  gathering  evi- 
dence against  such  person  or  persons; 

(iv)  matches  of  tax  information  (I)  pursuant  to  sec- 
tion 6103(d)  of  the  Internal  Revenue  Code  of  1986,  (II) 
for  purposes  of  tax  administration  as  defined  in  sec- 
tion 6103(b)(4)  of  such  Code,  (III)  for  the  purpose  of 
intercepting  a  tax  refund  due  an  individual  under  au- 
thority granted  by  section  464  or  1137  of  the  Social  Se- 
curity Act;  or  (IV)  for  the  purpose  of  intercepting  a  tax 
refund  due  an  individual  under  any  other  tax  refund 
intercept  program  authorized  by  statute  which  has 
been  determined  by  the  Director  of  the  Office  of  Man- 
agement and  Budget  to  contain  verification,  notice, 
and  hearing  requirements  that  are  substantially  simi- 
lar to  the  procedures  in  section  1137  of  the  Social  Se- 
curity Act; 

(v)  matches — 

(I)  using  records  predominantly  relating  to  Fed- 
eral personnel,  that  are  performed  for  routine  ad- 
ministrative purposes  (subject  to  guidance  provid- 
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ed  by  the  Director  of  the  Office  of  Management 
and  Budget  pursuant  to  subsection  (v));  or 

(II)  conducted  by  an  agency  using  only  records 
maintained  by  that  agency; 
if  the  purpose  of  the  match  is  not  to  take  any  adverse 
financial,  personnel,  disciplinary,  or  other  adverse 
action  against  Federal  personnel;  or 

(vi)  matches  performed  for  foreign  counterintelli- 
gence purposes  or  to  produce  background  checks  for 
security  clearances  of  Federal  personnel  or  Federal 
contractor  personnel; 

(9)  the  term  "recipient  agency"  means  any  agency,  or  con- 
tractor thereof,  receiving  records  contained  in  a  system  of 
records  from  a  source  agency  for  use  in  a  matching  program; 

(10)  the  term  "non-Federal  agency"  means  any  State  or  local 
government,  or  agency  thereof,  which  receives  records  con- 
tained in  a  system  of  records  from  a  source  agency  for  use  in  a 
matching  program; 

(11)  the  term  "source  agency"  means  any  agency  which  dis- 
closes records  contained  in  a  system  of  records  to  be  used  in  a 
matching  program,  or  any  State  or  local  government,  or 
agency  thereof,  which  discloses  records  to  be  used  in  a  match- 
ing program; 

(12)  the  term  "Federal  benefit  program"  means  any  program 
administered  or  funded  by  the  Federal  Government,  or  by  any 
agent  of  State  on  behalf  of  the  Federal  Government,  providing 
cash  or  in-kind  assistance  in  the  form  of  payments,  grants, 
loans,  or  loan  guarantees  to  individuals;  and 

(13)  the  term  "Federal  personnel"  means  officers  and  em- 
ployees of  the  government  of  the  United  States,  members  of 
the  uniformed  services  (including  members  of  the  Reserve 
Components),  individuals  entitled  to  receive  immediate  or  de- 
ferred retirement  benefits  under  any  retirement  program  of 
the  Government  of  the  United  States  (including  survivor  bene- 
fits). 

(b)  Conditions  of  Disclosure. — No  agency  shall  disclose  any 
record  which  is  contained  in  a  system  of  records  by  any  means  of 
communication  to  any  person,  or  to  another  agency,  except  pursu- 
ant to  a  written  request  by,  or  with  the  prior  written  consent  of, 
the  individual  to  whom  the  record  pertains,  unless  disclosure  of  the 
record  would  be — 

(1)  to  those  officers  and  employees  of  the  agency  which  main- 
tains the  record  who  have  a  need  for  the  record  in  the  per- 
formance of  their  duties; 

(2)  required  under  section  552  of  this  title; 

(3)  for  a  routine  use  as  defined  in  subsection  (a)(7)  of  this  sec- 
tion and  described  under  subsection  (e)(4)(D)  of  this  section; 

(4)  to  the  Bureau  of  the  Census  for  purposes  of  planning  or 
carrying  out  a  census  or  survey  or  related  activity  pursuant  to 
the  provisions  of  title  13; 

(5)  to  a  recipient  who  has  provided  the  agency  with  advance 
adequate  written  assurance  that  the  record  will  be  used  solely 
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as  a  statistical  research  or  reporting  record,  and  the  record  is 
to  be  transferred  in  a  form  that  is  not  individually  identifiable; 

(6)  to  the  National  Archives  and  Records  Administration  as  a 
record  which  has  sufficient  historical  or  other  value  to  warrant 
its  continued  preservation  by  the  United  States  Government, 
or  for  evaluation  by  the  Archivist  of  the  United  States  or  the 
designee  of  the  Archivist  to  determine  whether  the  record  has 
such  value; 

(7)  to  another  agency  or  to  an  instrumentality  of  any  govern- 
mental jurisdiction  within  or  under  the  control  of  the  United 
States  for  a  civil  or  criminal  law  enforcement  activity  if  the  ac- 
tivity is  authorized  by  law,  and  if  the  head  of  the  agency  or 
instrumentality  has  made  a  written  request  to  the  agency 
which  maintains  the  record  specifying  the  particular  portion 
desired  and  the  law  enforcement  activity  for  which  the  record 
is  sought; 

(8)  to  a  person  pursuant  to  a  showing  of  compelling  circum- 
stances affecting  the  health  or  safety  of  an  individual  if  upon 
such  disclosure  notification  is  transmitted  to  the  last  known 
address  of  such  individual; 

(9)  to  either  House  of  Congress,  or,  to  the  extent  of  matter 
within  its  jurisdiction,  any  committee  or  subcommittee  thereof, 
any  joint  committee  of  Congress  or  subcommittee  of  any  such 
joint  committee; 

(10)  to  the  Comptroller  General,  or  any  of  his  authorized  rep- 
resentatives, in  the  course  of  the  performance  of  the  duties  of 
the  General  Accounting  Office; 

(11)  pursuant  to  the  order  of  a  court  of  competent  jurisdic- 
tion; and 

(12)  to  a  consumer  reporting  agency  in  accordance  with  sec- 
tion 3711(f)  of  title  31. 

(c)  Accounting  of  Certain  Disclosures. — Each  agency,  with  re- 
spect to  each  system  of  records  under  its  control  shall — 

(1)  except  for  disclosures  made  under  subsections  (b)(1)  or 
(b)(2)  of  this  section,  keep  an  accurate  accounting  of— 

(A)  the  date,  nature,  and  purpose  of  each  disclosure  of  a 
record  to  any  person  or  to  another  agency  made  under 
subsection  (b)  of  this  section;  and 

(B)  the  name  and  address  of  the  person  or  agency  to 
whom  the  disclosure  is  made; 

(2)  retain  the  accounting  made  under  paragraph  (1)  of  this 
subsection  for  at  least  five  years  or  the  life  of  the  record, 
whichever  is  longer,  after  the  disclosure  for  which  the  account- 
ing is  made; 

(3)  except  for  disclosures  made  under  subsection  (b)(7)  of  this 
section,  make  the  accounting  made  under  paragraph  (1)  of  this 
subsection  available  to  the  individual  named  in  the  record  at 
his  request;  and 

(4)  inform  any  person  or  other  agency  about  any  correction 
or  notation  of  dispute  made  by  the  agency  in  accordance  with 
subsection  (d)  of  this  section  of  any  record  that  has  been  dis- 
closed to  the  person  or  agency  if  an  accounting  of  the  disclo- 
sure was  made. 
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(d)  Access  to  Records. — Each  agency  that  maintains  a  system  of 
records  shall — 

(1)  upon  request  by  any  individual  to  gain  access  to  his 
record  or  to  any  information  pertaining  to  him  which  is  con- 
tained in  the  system,  permit  him  and  upon  his  request,  a 
person  of  his  own  choosing  to  accompany  him,  to  review  the 
record  and  have  a  copy  made  of  all  or  any  portion  thereof  in  a 
form  comprehensible  to  him,  except  that  the  agency  may  re- 
quire the  individual  to  furnish  a  written  statement  authorizing 
discussion  of  that  individual's  record  in  the  accompanying  per- 
son's presence; 

(2)  permit  the  individual  to  request  amendment  of  a  record 
pertaining  to  him  and — 

(A)  not  later  than  10  days  (excluding  Saturdays,  Sun- 
days, and  legal  public  holidays)  after  the  date  of  receipt  of 
such  request,  acknowledge  in  writing  such  receipt;  and 

(B)  promptly,  either — 

(i)  make  any  correction  of  any  portion  thereof  which 
the  individual  believes  is  not  accurate,  relevant, 
timely,  or  complete;  or 

(ii)  inform  the  individual  of  its  refusal  to  amend  the 
record  in  accordance  with  his  request,  the  reason  for 
the  refusal,  the  procedures  established  by  the  agency 
for  the  individual  to  request  a  review  of  that  refusal 
by  the  head  of  the  agency  or  an  officer  designated  by 
the  head  of  the  agency,  and  the  name  and  business  ad- 
dress of  that  official; 

(3)  permit  the  individual  who  disagrees  with  the  refusal  of 
the  agency  to  amend  his  record  to  request  a  review  of  such  re- 
fusal, and  not  later  than  30  days  (excluding  Saturdays,  Sun- 
days, and  legal  public  holidays)  from  the  date  on  which  the  in- 
dividual requests  such  review,  complete  such  review  and  make 
a  final  determination  unless,  for  good  cause  shown,  the  head  of 
the  agency  extends  such  30-day  period;  and  if,  after  his  review, 
the  reviewing  official  also  refuses  to  amend  the  record  in  ac- 
cordance with  the  request,  permit  the  individual  to  file  with 
the  agency  a  concise  statement  setting  forth  the  reasons  for  his 
disagreement  with  the  refusal  of  the  agency,  and  notify  the  in- 
dividual of  the  provisions  for  judicial  review  of  the  reviewing 
official's  determination  under  subsection  (g)(1)(A)  of  this  sec- 
tion; 

(4)  in  any  disclosure,  containing  information  about  which  the 
individual  has  filed  a  statement  of  disagreement,  occurring 
after  the  filing  of  the  statement  under  paragraph  (3)  of  this 
subsection,  clearly  note  any  portion  of  the  record  which  is  dis- 
puted and  provide  copies  of  the  statement  and,  if  the  agency 
deems  it  appropriate,  copies  of  a  concise  statement  of  the  rea- 
sons of  the  agency  for  not  making  the  amendments  requested, 
to  persons  or  other  agencies  to  whom  the  disputed  record  has 
been  disclosed;  and 

(5)  nothing  in  this  section  shall  allow  an  individual  access  to 
any  information  compiled  in  reasonable  anticipation  of  a  civil 
action  or  proceeding. 
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(e)  Agency  Requirements. — Each  agency  that  maintains  a 
system  of  records  shall — 

(1)  maintain  in  its  records  only  such  information  about  an 
individual  as  is  relevant  and  necessary  to  accomplish  a  purpose 
of  the  agency  required  to  be  accomplished  by  statute  or  by  ex- 
ecutive order  of  the  President; 

(2)  collect  information  to  the  greatest  extent  practicable  di- 
rectly from  the  subject  individual  when  the  information  may 
result  in  adverse  determinations  about  an  individual's  rights, 
benefits,  and  privileges  under  Federal  programs; 

(3)  inform  each  individual  whom  it  asks  to  supply  informa- 
tion, on  the  form  which  it  uses  to  collect  the  information  or  on 
a  separate  form  that  can  be  retained  by  the  individual — 

(A)  the  authority  (whether  granted  by  statute,  or  by  ex- 
ecutive order  of  the  President)  which  authorizes  the  solici- 
tation of  the  information  and  whether  disclosure  of  such 
information  is  mandatory  or  voluntary; 

(B)  the  principal  purpose  or  purposes  for  which  the  in- 
formation is  intended  to  be  used; 

(C)  the  routine  uses  which  may  be  made  of  the  informa- 
tion, as  published  pursuant  to  paragraph  (4)(D)  of  this  sub- 
section; and 

(D)  the  effects  on  him,  if  any,  of  not  providing  all  or  any 
part  of  the  requested  information; 

(4)  subject  to  the  provisions  of  paragraph  (11)  of  this  subsec- 
tion, publish  in  the  Federal  Register  upon  establishment  or  re- 
vision a  notice  of  the  existence  and  character  of  the  system  of 
records,  which  notice  shall  include — 

(A)  the  name  and  location  of  the  system; 

(B)  the  categories  of  individuals  on  whom  records  are 
maintained  in  the  system; 

(C)  the  categories  of  records  maintained  in  the  system; 

(D)  each  routine  use  of  the  records  contained  in  the 
system,  including  the  categories  of  users  and  the  purpose 
of  such  use; 

(E)  the  policies  and  practices  of  the  agency  regarding 
storage,  retrievability,  access  controls,  retention,  and  dis- 
posal of  the  records; 

(F)  the  title  and  business  address  of  the  agency  official 
who  is  responsible  for  the  system  of  records; 

(G)  the  agency  procedures  whereby  an  individual  can  be 
notified  at  his  request  if  the  system  of  records  contains  a 
record  pertaining  to  him; 

(H)  the  agency  procedures  whereby  an  individual  can  be 
notified  at  his  request  how  he  can  gain  access  to  any 
record  pertaining  to  him  contained  in  the  system  of 
records,  and  how  he  can  contest  its  content;  and 

(I)  the  categories  of  sources  of  records  in  the  system; 

(5)  maintain  all  records  which  are  used  by  the  agency  in 
making  any  determination  about  any  individual  with  such  ac- 
curacy, relevance,  timeliness,  and  completeness  as  is  reason- 
ably necessary  to  assure  fairness  to  the  individual  in  the  deter- 
mination; 
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(6)  prior  to  disseminating  any  record  about  an  individual  to 
any  person  other  than  an  agency,  unless  the  dissemination  is 
made  pursuant  to  subsection  (b)(2)  of  this  section,  make  reason- 
able efforts  to  assure  that  such  records  are  accurate,  complete, 
timely,  and  relevant  for  agency  purposes; 

(7)  maintain  no  record  describing  how  any  individual  exer- 
cises rights  guaranteed  by  the  First  Amendment  unless  ex- 
pressly authorized  by  statute  or  by  the  individual  about  whom 
the  record  is  maintained  or  unless  pertinent  to  and  within  the 
scope  of  an  authorized  law  enforcement  activity; 

(8)  make  reasonable  efforts  to  serve  notice  on  an  individual 
when  any  record  on  such  individual  is  made  available  to  any 
person  under  compulsory  legal  process  when  such  process  be- 
comes a  matter  of  public  record; 

(9)  establish  rules  of  conduct  for  persons  involved  in  the 
design,  development,  operation,  or  maintenance  of  any  system 
of  records,  or  in  maintaining  any  record,  and  instruct  each 
such  person  with  respect  to  such  rules  and  the  requirements  of 
this  section,  including  any  other  rules  and  procedures  adopted 
pursuant  to  this  section  and  the  penalties  for  noncompliance; 

(10)  establish  appropriate  administrative,  technical,  and 
physical  safeguards  to  insure  the  security  and  confidentiality 
of  records  and  to  protect  against  any  anticipated  threats  or 
hazards  to  their  security  or  integrity  which  could  result  in  sub- 
stantial harm,  embarrassment,  inconvenience,  or  unfairness  to 
any  individual  on  whom  information  is  maintained; 

(11)  at  least  30  days  prior  to  publication  of  information  under 
paragraph  (4)(D)  of  this  subsection,  publish  in  the  Federal  Reg- 
ister notice  of  any  new  use  or  intended  use  of  the  information 
in  the  system,  and  provide  an  opportunity  for  interested  per- 
sons to  submit  written  data,  views,  or  arguments  to  the 
agency;  and 

(12)  if  such  agency  is  a  recipient  agency  or  a  source  agency 
in  a  matching  program  with  a  non-Federal  agency,  with  re- 
spect to  any  establishment  or  revision  of  a  matching  program, 
at  least  30  days  prior  to  conducting  such  program,  publish  in 
the  Federal  Register  notice  of  such  establishment  or  revision. 

(f)  Agency  Rules. — In  order  to  carry  out  the  provisions  of  this 
section,  each  agency  that  maintains  a  system  of  records  shall  pro- 
mulgate rules,  in  accordance  with  the  requirements  (including  gen- 
eral notice)  of  section  553  of  this  title,  which  shall — 

(1)  establish  procedures  whereby  an  individual  can  be  noti- 
fied in  response  to  his  request  if  any  system  of  records  named 
by  the  individual  contains  a  record  pertaining  to  him; 

(2)  define  reasonable  times,  places,  and  requirements  for 
identifying  an  individual  who  requests  his  record  or  informa- 
tion pertaining  to  him  before  the  agency  shall  make  the  record 
or  information  available  to  the  individual; 

(3)  establish  procedures  for  the  disclosure  to  an  individual 
upon  his  request  of  his  record  or  information  pertaining  to 
him,  including  special  procedure,  if  deemed  necessary,  for  the 
disclosure  to  an  individual  of  medical  records,  including  psy- 
chological records  pertaining  to  him; 
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(4)  establish  procedures  for  reviewing  a  request  from  an  indi- 
vidual concerning  the  amendment  of  any  record  or  information 
pertaining  to  the  individual,  for  making  a  determination  on 
the  request,  for  an  appeal  within  the  agency  of  an  initial  ad- 
verse agency  determination,  and  for  whatever  additional 
means  may  be  necessary  for  each  individual  to  be  able  to  exer- 
cise fully  his  rights  under  this  section;  and 

(5)  establish  fees  to  be  charged,  if  any,  to  any  individual  for 
making  copies  of  his  record,  excluding  the  cost  of  any  search 
for  and  review  of  the  record. 

The  Office  of  the  Federal  Register  shall  biennially  compile  and 
publish  the  rules  promulgated  under  this  subsection  and  agency 
notices  published  under  subsection  (e)(4)  of  this  section  in  a  form 
available  to  the  public  at  low  cost. 
(g)(1)  Civil  remedies. — Whenever  any  agency — 

(A)  makes  a  determination  under  subsection  (d)(3)  of  this  sec- 
tion not  to  amend  an  individual's  record  in  accordance  with  his 
request,  or  fails  to  make  such  review  in  conformity  with  that 
subsection; 

(B)  refuses  to  comply  with  an  individual  request  under  sub- 
section (d)(1)  of  this  section; 

(C)  fails  to  maintain  any  record  concerning  any  individual 
with  such  accuracy,  relevance,  timeliness,  and  completeness  as 
is  necessary  to  assure  fairness  in  any  determination  relating  to 
the  qualifications,  character,  rights,  or  opportunities  of,  or  ben- 
efits to  the  individual  that  may  be  made  on  the  basis  of  such 
record,  and  consequently  a  determination  is  made  which  is  ad- 
verse to  the  individual;  or 

(D)  fails  to  comply  with  any  other  provision  of  this  section, 
or  any  rule  promulgated  thereunder,  in  such  a  way  as  to  have 
an  adverse  effect  on  an  individual, 

the  individual  may  bring  a  civil  action  against  the  agency,  and  the 
district  courts  of  the  United  States  shall  have  jurisdiction  in  the 
matters  under  the  provisions  of  this  subsection. 

(2)  (A)  In  any  suit  brought  under  the  provisions  of  subsection 
(g)(1)(A)  of  this  section,  the  court  may  order  the  agency  to  amend 
the  individual's  record  in  accordance  with  his  request  or  in  such 
other  way  as  the  court  may  direct.  In  such  a  case  the  court  shall 
determine  the  matter  de  novo. 

(B)  The  court  may  assess  against  the  United  States  reasonable  at- 
torney fees  and  other  litigation  costs  reasonably  incurred  in  any 
case  under  this  paragraph  in  which  the  complainant  has  substan- 
tially prevailed. 

(3)  (A)  In  any  suit  brought  under  the  provisions  of  subsection 
(g)(1)(B)  of  this  section,  the  court  may  enjoin  the  agency  from  with- 
holding the  records  and  order  the  production  to  the  complainant  of 
any  agency  records  improperly  withheld  from  him.  In  such  a  case 
the  court  shall  determine  the  matter  de  novo,  and  may  examine 
the  contents  of  any  agency  records  in  camera  to  determine  whether 
the  records  or  any  portion  thereof  may  be  withheld  under  any  of 
the  exemptions  set  forth  in  subsection  (k)  of  this  section,  and  the 
burden  is  on  the  agency  to  sustain  its  action. 
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(B)  The  court  may  assess  against  the  United  States  reasonable  at- 
torney fees  and  other  litigation  costs  reasonably  incurred  in  any 
case  under  this  paragraph  in  which  the  complainant  has  substan- 
tially prevailed. 

(4)  In  any  suit  brought  under  the  provisions  of  subsection  (g)(1)(C) 
or  (D)  of  this  section  in  which  the  court  determines  that  the  agency 
acted  in  a  manner  which  was  intentional  or  willful,  the  United 
States  shall  be  liable  to  the  individual  in  an  amount  equal  to  the 
sum  of— 

(A)  actual  damages  sustained  by  the  individual  as  a  result  of 
the  refusal  or  failure,  but  in  no  case  shall  a  person  entitled  to 
recovery  receive  less  than  the  sum  of  $1,000;  and 

(B)  the  costs  of  the  action  together  with  reasonable  attorney 
fees  as  determined  by  the  court. 

(5)  An  action  to  enforce  any  liability  created  under  this  section 
may  be  brought  in  the  district  court  of  the  United  States  in  the  dis- 
trict in  which  the  complainant  resides,  or  has  his  principal  place  of 
business,  or  in  which  the  agency  records  are  situated,  or  in  the  Dis- 
trict of  Columbia,  without  regard  to  the  amount  in  controversy, 
within  two  years  from  the  date  on  which  the  cause  of  action  arises, 
except  that  where  an  agency  has  materially  and  willfully  misrepre- 
sented any  information  required  under  this  section  to  be  disclosed 
to  an  individual  and  the  information  so  misrepresented  is  material 
to  establishment  of  the  liability  of  the  agency  to  the  individual 
under  this  section,  the  action  may  be  brought  at  any  time  within 
two  years  after  discovery  by  the  individual  of  the  misrepresenta- 
tion. Nothing  in  this  section  shall  be  construed  to  authorize  any 
civil  action  by  reason  of  any  injury  sustained  as  the  result  of  a  dis- 
closure of  a  record  prior  to  September  27,  1975. 

(h)  Rights  of  Legal  Guardians. — For  the  purposes  of  this  sec- 
tion, the  parent  of  any  minor,  or  the  legal  guardian  of  any  individ- 
ual who  has  been  declared  to  be  incompetent  due  to  physical  or 
mental  incapacity  or  age  by  a  court  of  competent  jurisdiction,  may 
act  on  behalf  of  the  individual. 

(i)  (l)  Criminal  Penalties. — Any  officer  or  employee  of  an 
agency,  who  by  virtue  of  his  employment  or  official  position,  has 
possession  of,  or  access  to,  agency  records  which  contain  individual- 
ly identifiable  information  the  disclosure  of  which  is  prohibited  by 
this  section  or  by  rules  or  regulations  established  thereunder,  and 
who  knowing  that  disclosure  of  the  specific  material  is  so  prohibit- 
ed, willfully  discloses  the  material  in  any  manner  to  any  person  or 
agency  not  entitled  to  receive  it,  shall  be  guilty  of  a  misdemeanor 
and  fined  not  more  than  $5,000. 

(2)  Any  officer  or  employee  of  any  agency  who  willfully  main- 
tains a  system  of  records  without  meeting  the  notice  requirements 
of  subsection  (e)(4)  of  this  section  shall  be  guilty  of  a  misdemeanor 
and  fined  not  more  than  $5,000. 

(3)  Any  person  who  knowingly  and  willfully  requests  or  obtains 
any  record  concerning  an  individual  from  an  agency  under  false 
pretenses  shall  be  guilty  of  a  misdemeanor  and  fined  not  more 
than  $5,000. 

(j)  General  Exemptions.— The  head  of  any  agency  may  promul- 
gate rules,  in  accordance  with  the  requirements  (including  general 
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notice)  of  sections  553(b)  (1),  (2),  and  (3),  (c),  and  (e)  of  this  title,  to 
exempt  any  system  of  records  within  the  agency  from  any  part  of 
this  section  except  subsections  (b),  (c)  (1)  and  (2),  (e)(4)  (A)  through 
(F),  (e)  (6),  (7),  (9),  (10),  and  (11),  and  (i)  if  the  system  of  records  is— 

(1)  maintained  by  the  Central  Intelligence  Agency;  or 

(2)  maintained  by  an  agency  or  component  thereof  which 
performs  as  its  principal  function  any  activity  pertaining  to 
the  enforcement  of  criminal  laws,  including  police  efforts  to 
prevent,  control,  or  reduce  crime  or  to  apprehend  criminals, 
and  the  activities  of  prosecutors,  courts,  correctional,  proba- 
tion, pardon,  or  parole  authorities,  and  which  consists  of  (A)  in- 
formation compiled  for  the  purpose  of  identifying  individual 
criminal  offenders  and  alleged  offenders  and  consisting  only  of 
identifying  data  and  notations  of  arrests,  the  nature  and  dispo- 
sition of  criminal  charges,  sentencing,  confinement,  release, 
and  parole  and  probation  status;  (B)  information  compiled  for 
the  purpose  of  a  criminal  investigation,  including  reports  of  in- 
formants and  investigators,  and  associated  with  an  identifiable 
individual;  or  (C)  reports  identifiable  to  an  individual  compiled 
at  any  stage  of  the  process  of  enforcement  of  the  criminal  laws 
from  arrest  or  indictment  through  release  from  supervision. 

At  the  time  rules  are  adopted  under  this  subsection,  the  agency 
shall  include  in  the  statement  required  under  section  553(c)  of  this 
title,  the  reasons  why  the  system  of  records  is  to  be  exempted  from 
a  provision  of  this  section. 

(k)  Specific  Exemptions— The  head  of  any  agency  may  promul- 
gate rules,  in  accordance  with  the  requirements  (including  general 
notice)  of  sections  553(b)  (1),  (2),  and  (3),  (c),  and  (e)  of  this  title,  to 
exempt  any  system  of  records  within  the  agency  from  subsections 
(c)(3),  (d),  (e)(1),  (e)(4)  (G),  (H),  and  a)  and  (f)  of  this  section  if  the 
system  of  records  is — 

(1)  subject  to  the  provisions  of  section  552(b)(1)  of  this  title; 

(2)  investigatory  material  compiled  for  law  enforcement  pur- 
poses, other  than  material  within  the  scope  of  subsection  (j)(2) 
of  this  section:  Provided,  however,  That  if  any  individual  is 
denied  any  right,  privilege,  or  benefit  that  he  would  otherwise 
be  entitled  by  Federal  law,  or  for  which  he  would  otherwise  be 
eligible,  as  a  result  of  the  maintenance  of  such  material,  such 
material  shall  be  provided  to  such  individual,  except  to  the 
extent  that  the  disclosure  of  such  material  would  reveal  the 
identity  of  a  source  who  furnished  information  to  the  Govern- 
ment under  an  express  promise  that  the  identity  of  the  source 
would  be  held  in  confidence,  or,  prior  to  the  effective  date  of 
this  section,  under  an  implied  promise  that  the  identity  of  the 
source  would  be  held  in  confidence; 

(3)  maintained  in  connection  with  providing  protective  serv- 
ices to  the  President  of  the  United  States  or  other  individuals 
pursuant  to  section  3056  of  title  18; 

(4)  required  by  statute  to  be  maintained  and  used  solely  as 
statistical  records; 

(5)  investigatory  material  compiled  solely  for  the  purpose  of 
determining  suitability,  eligibility,  or  qualifications  for  Federal 
civilian  employment,  military  service,  Federal  contracts,  or 
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access  to  classified  information,  but  only  to  the  extent  that  the 
disclosure  of  such  material  would  reveal  the  identity  of  a 
source  who  furnished  information  to  the  Government  under  an 
express  promise  that  the  identity  of  the  source  would  be  held 
in  confidence,  or,  prior  to  the  effective  date  of  this  section, 
under  an  implied  promise  that  the  identity  of  the  source  would 
be  held  in  confidence; 

(6)  testing  or  examination  material  used  solely  to  determine 
individual  qualifications  for  appointment  or  promotion  in  the 
Federal  service  the  disclosure  of  which  would  compromise  the 
objectivity  or  fairness  of  the  testing  or  examination  process;  or 

(7)  evaluation  material  used  to  determine  potential  for  pro- 
motion in  the  armed  services,  but  only  to  the  extent  that  the 
disclosure  of  such  material  would  reveal  the  identity  of  a 
source  who  furnished  information  to  the  Government  under  an 
express  promise  that  the  identity  of  the  source  would  be  held 
in  confidence,  or,  prior  to  the  effective  date  of  this  section, 
under  an  implied  promise  that  the  identity  of  the  source  would 
be  held  in  confidence. 

At  the  time  rules  are  adopted  under  this  subsection,  the  agency 
shall  include  in  the  statement  required  under  section  553(c)  of  this 
title,  the  reasons  why  the  system  of  records  is  to  be  exempted  from 
a  provision  of  this  section. 

(1)  (1)  Archival  Records.— Each  agency  record  which  is  accepted 
by  the  Archivist  of  the  United  States  for  storage,  processing,  and 
servicing  in  accordance  with  section  3103  of  title  44  shall,  for  the 
purposes  of  this  section,  be  considered  to  be  maintained  by  the 
agency  which  deposited  the  record  and  shall  be  subject  to  the  provi- 
sions of  this  section.  The  Archivist  of  the  United  States  shall  not 
disclose  the  record  except  to  the  agency  which  maintains  the 
record,  or  under  rules  established  by  that  agency  which  are  not  in- 
consistent with  the  provisions  of  this  section. 

(2)  Each  agency  record  pertaining  to  an  identifiable  individual 
which  was  transferred  to  the  National  Archives  of  the  United 
States  as  a  record  which  has  sufficient  historical  or  other  value  to 
warrant  its  continued  preservation  by  the  United  States  Govern- 
ment, prior  to  the  effective  date  of  this  section,  shall,  for  the  pur- 
poses of  this  section,  be  considered  to  be  maintained  by  the  Nation- 
al Archives  and  shall  not  be  subject  to  the  provisions  of  this  sec- 
tion, except  that  a  statement  generally  describing  such  records 
(modeled  after  the  requirements  relating  to  records  subject  to  sub- 
sections (e)(4)  (A)  through  (G)  of  this  section)  shall  be  published  in 
the  Federal  Register. 

(3)  Each  agency  record  pertaining  to  an  identifiable  individual 
which  is  transferred  to  the  National  Archives  of  the  United  States 
as  a  record  which  has  sufficient  historical  or  other  value  to  war- 
rant its  continued  preservation  by  the  United  States  Government, 
on  or  after  the  effective  date  of  this  section,  shall,  for  the  purposes 
of  this  section,  be  considered  to  be  maintained  by  the  National  Ar- 
chives and  shall  be  exempt  from  the  requirements  of  this  section 
except  subsections  (e)(4)  (A)  through  (G)  and  (e)(9)  of  this  section. 

(m)  Government  Contractors. — (1)  When  an  agency  provides  by 
a  contract  for  the  operation  by  or  on  behalf  of  the  agency  of  a 
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system  of  records  to  accomplish  an  agency  function,  the  agency 
shall,  consistent  with  its  authority,  cause  the  requirements  of  this 
section  to  be  applied  to  such  system.  For  purposes  of  subsection  (i) 
of  this  section  any  such  contractor  and  any  employee  of  such  con- 
tractor, if  such  contract  is  agreed  to  on  or  after  the  effective  date  of 
this  section,  shall  be  considered  to  be  an  employee  of  an  agency. 

(2)  A  consumer  reporting  agency  to  which  a  record  is  disclosed 
under  section  3711(f)  of  title  31  shall  not  be  considered  a  contractor 
for  the  purposes  of  this  section. 

(n)  Mailing  Lists. — An  individual's  name  and  address  may  not 
be  sold  or  rented  by  an  agency  unless  such  action  is  specifically  au- 
thorized by  law.  This  provision  shall  not  be  construed  to  require 
the  withholding  of  names  and  addresses  otherwise  permitted  to  be 
made  public. 

(o)  Matching  Agreements. — (1)  No  record  which  is  contained  in 
a  system  of  records  may  be  disclosed  to  a  recipient  agency  or  non- 
Federal  agency  for  use  in  a  computer  matching  program  except 
pursuant  to  a  written  agreement  between  the  source  agency  and 
the  recipient  agency  or  non-Federal  agency  specifying — 

(A)  the  purpose  and  legal  authority  for  conducting  the  pro- 
gram; 

(B)  the  justification  for  the  program  and  the  anticipated  re- 
sults, including  a  specific  estimate  of  any  savings; 

(C)  a  description  of  the  records  that  will  be  matched,  includ- 
ing each  data  element  that  will  be  used,  the  approximate 
number  of  records  that  will  be  matched,  and  the  projected 
starting  and  completion  dates  of  the  matching  program; 

(D)  procedures  for  providing  individualized  notice  at  the  time 
of  application,  and  notice  periodically  thereafter  as  directed  by 
the  Data  Integrity  Board  of  such  agency  (subject  to  guidance 
provided  by  the  director  of  the  Office  of  Management  and 
Budget  pursuant  to  subsection  (v)),  to — 

(i)  applicants  for  and  recipients  of  financial  assistance  or 
payments  under  Federal  benefit  programs,  and 

(ii)  applicants  for  and  holders  of  positions  as  Federal  per- 
sonnel, 

that  any  information  provided  by  such  applicants,  recipients, 
holders,  and  individuals  may  be  subject  to  verification  through 
matching  progams; 

(E)  procedures  for  verifying  information  produced  in  such 
matching  program  as  required  by  subsection  (p); 

(F)  procedures  for  the  retention  and  timely  destruction  of 
identifiable  records  created  by  a  recipient  agency  or  non-Feder- 
al agency  in  such  matching  program; 

(G)  procedures  for  ensuring  the  administrative,  technical, 
and  physical  security  of  the  records  matched  and  the  results  of 
such  programs; 

(H)  prohibitions  on  duplication  and  redisclosure  of  records 
provided  by  the  source  agency  within  or  outside  the  recipient 
agency  or  the  non-Federal  agency,  except  where  required  by 
law  or  essential  to  the  conduct  of  the  matching  program; 

(I)  procedures  governing  the  use  by  a  recipient  agency  or 
non-Federal  agency  of  records  provided  in  a  matching  program 
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by  a  source  agency,  including  procedures  governing  return  of 
the  records  to  the  source  agency  or  destruction  of  records  used 
in  such  program; 

(J)  information  on  assessments  that  have  been  made  on  the 
accuracy  of  the  records  that  will  be  used  in  such  matching  pro- 
gram; and 

(K)  that  the  Comptroller  General  may  have  access  to  all 
records  of  a  recipient  agency  or  a  non-Federal  agency  that  the 
Comptroller  General  deems  necessary  in  order  to  monitor  or 
verify  compliance  with  the  agreement. 
(2)(A)  A  copy  of  each  agreement  entered  into  pursuant  to  para- 
graph (1)  shall — 

(i)  be  transmitted  to  the  Commmittee  on  Governmental  Af- 
fairs of  the  Senate  and  the  Committee  on  Government  Oper- 
ations of  the  House  of  Representatives;  and 

(ii)  be  available  upon  request  to  the  public. 

(B)  No  such  agreement  shall  be  effective  until  30  days  after  the 
date  on  which  such  a  copy  is  transmitted  pursuant  to  subpara- 
graph (A)(i). 

(C)  Such  an  agreement  shall  remain  in  effect  only  for  such 
period,  not  to  exceed  18  months,  as  the  Data  Integrity  Board  of  the 
agency  determines  is  appropriate  in  light  of  the  purposes,  and 
length  of  time  necessary  for  the  conduct,  of  the  matching  program. 

(D)  Within  3  months  prior  to  the  expiration  of  such  an  agree- 
ment pursuant  to  subparagraph  (C),  the  Data  Integrity  Board  of 
the  agency  may,  without  additional  review,  renew  the  matching 
agreement  for  a  current,  ongoing  matching  program  for  not  more 
than  one  additional  year  if— 

(i)  such  program  will  be  conducted  without  any  change;  and 

(ii)  each  party  to  the  agreement  certifies  to  the  Board  in 
writing  that  the  program  has  been  conducted  in  compliance 
with  the  agreement. 

(p)  Verification  and  Opportunity  to  Contest  Findings. — (1)  In 
order  to  protect  any  individual  whose  records  are  used  in  a  match- 
ing program,  no  recipient  agency,  non-Federal  agency,  or  source 
agency  may  suspend,  terminate,  reduce,  or  make  a  final  denial  of 
any  financial  assistance  or  payment  under  a  Federal  benefit  pro- 
gram to  such  individual,  or  take  other  adverse  action  against  such 
individual,  as  a  result  of  information  produced  by  such  matching 
program,  until — 

(A)(i)  the  agency  has  independently  verified  the  information; 

or 

(ii)  the  Data  Integrity  Board  of  the  agency,  or  in  the  case  of 
a  non-Federal  agency  the  Data  Integrity  Board  of  the  source 
agency,  determines  in  accordance  with  guidance  issued  by  the 
Director  of  the  Office  of  Management  and  Budget  that — 

(I)  the  information  is  limited  to  identification  and 
amount  of  benefits  paid  by  the  source  agency  under  a  Fed- 
eral benefit  program;  and 

(II)  there  is  a  high  degree  of  confidence  that  the  informa- 
tion provided  to  the  recipient  agency  is  accurate; 
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(B)  the  individual  receives  a  notice  from  the  agency  contain- 
ing a  statement  of  its  findings  and  informing  the  individual  of 
the  opportunity  to  contest  such  findings;  and 

(C)  (i)  the  expiration  of  any  time  period  established  for  the 
program  by  statute  or  regulation  for  the  individual  to  respond 
to  that  notice;  or 

(ii)  in  the  case  of  a  program  for  which  no  such  period  is  es- 
tablished, the  end  of  the  30-day  period  beginning  on  the  date 
on  which  notice  under  subparagraph  (B)  is  mailed  or  otherwise 
provided  to  the  individual. 

(2)  Independent  verification  referred  to  in  paragraph  (1)  requires 
investigation  and  confirmation  of  specific  information  relating  to 
an  individual  that  is  used  as  a  basis  for  an  adverse  action  against 
the  individual,  including  where  applicable  investigation  and  confir- 
mation of— 

(A)  the  amount  of  any  asset  or  income  involved; 

(B)  whether  such  individual  actually  has  or  had  access  to 
such  asset  or  income  for  such  individual's  own  use;  and 

(C)  the  period  or  periods  when  the  individual  actually  had 
such  asset  or  income. 

(3)  Notwithstanding  paragraph  (1),  an  agency  may  take  any  ap- 
propriate action  otherwise  prohibited  by  such  paragraph  if  the 
agency  determines  that  the  public  health  or  public  safety  may  be 
adversely  affected  or  significantly  threatened  during  any  notice 
period  required  by  such  paragraph. 

(q)  Sanctions. — (1)  Notwithstanding  any  other  provision  of  law, 
no  source  agency  may  disclose  any  record  which  is  contained  in  a 
system  of  records  to  a  recipient  agency  or  non-Federal  agency  for  a 
matching  program  if  such  source  agency  has  reason  to  believe  that 
the  requirements  of  subsection  (p),  or  any  matching  agreement  en- 
tered into  pursuant  to  subsection  (o),  or  both,  are  not  being  met  by 
such  recipient  agency. 

(2)  No  source  agency  may  renew  a  matching  agreement  unless — 

(A)  the  recipient  agency  or  non-Federal  agency  has  certified 
that  it  has  complied  with  the  provisions  of  that  agreement;  and 

(B)  the  source  agency  has  no  reason  to  believe  that  the  certi- 
fication is  inaccurate. 

(r)  Report  on  New  Systems  and  Matching  Programs. — Each 
agency  that  proposes  to  establish  or  make  a  significant  change  in  a 
system  of  records  or  a  matching  program  shall  provide  adequate 
advance  notice  of  any  such  proposal  (in  duplicate)  to  the  Commit- 
tee on  Government  Operations  of  the  House  of  Representatives,  the 
Committee  on  Governmental  Affairs  of  the  Senate,  and  the  Office 
of  Management  and  Budget  in  order  to  permit  an  evaluation  of  the 
probable  or  potential  effect  of  such  proposal  on  the  privacy  or  other 
rights  of  individuals. 

(s)  Biennial  Report. — The  President  shall  biennially  submit  to 
the  Speaker  of  the  House  of  Representatives  and  the  President  pro 
tempore  of  the  Senate  a  report — 

(1)  describing  the  actions  of  the  Director  of  the  Office  of 
Management  and  Budget  pursuant  to  section  6  of  the  Privacy 
Act  of  1974  during  the  preceding  2  years; 
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(2)  describing  the  exercise  of  individual  rights  of  access  and 
amendment  under  this  section  during  such  years; 

(3)  identifying  changes  in  or  additions  to  systems  of  records; 

(4)  containing  such  other  information  concerning  administra- 
tion of  this  section  as  may  be  necessary  or  useful  to  the  Con- 
gress in  reviewing  the  effectiveness  of  this  section  in  carrying 
out  the  purposes  of  the  Privacy  Act  of  1974. 

(t)(l)  Effect  of  Other  Laws. — No  agency  shall  rely  on  any  ex- 
emption contained  in  section  552  of  this  title  to  withhold  from  an 
individual  any  record  which  is  otherwise  accessible  to  such  individ- 
ual under  the  provisions  of  this  section. 

(2)  No  agency  shall  rely  on  any  exemption  in  this  section  to  with- 
hold from  an  individual  any  record  which  is  otherwise  accessible  to 
such  individual  under  the  provisions  of  section  552  of  this  title. 

(u)  Data  Integrity  Boards. — (1)  Every  agency  conducting  or  par- 
ticipating in  a  matching  program  shall  establish  a  Data  Integrity 
Board  to  oversee  and  coordinate  among  the  various  components  of 
such  agency  the  agency's  implementation  of  this  section. 

(2)  Each  Data  Integrity  Board  shall  consist  of  senior  officials  des- 
ignated by  the  head  of  the  agency,  and  shall  include  any  senior  of- 
ficial designated  by  the  head  of  the  agency  as  responsible  for  imple- 
mentation of  this  section,  and  the  inspector  general  of  the  agency, 
if  any.  The  inspector  general  shall  not  serve  as  chairman  of  the 
Data  Integrity  Board. 

(3)  Each  Data  Integrity  Board — 

(A)  shall  review,  approve,  and  maintain  all  written  agree- 
ments for  receipt  or  disclosure  of  agency  records  for  matching 
programs  to  ensure  compliance  with  subsection  (o),  and  all  rel- 
evant statutes,  regulations,  and  guidelines; 

(B)  shall  review  all  matching  programs  in  which  the  agency 
has  participated  during  the  year,  either  as  a  source  agency  or 
recipient  agency,  determine  compliance  with  applicable  laws, 
regulations,  guidelines,  and  agency  agreements,  and  assess  the 
costs  and  benefits  of  such  programs; 

(C)  shall  review  all  recurring  matching  programs  in  which 
the  agency  has  participated  during  the  year,  either  as  a  source 
agency  or  recipient  agency,  for  continued  justification  for  such 
disclosures; 

(DTshaH  compile  an  annual  report,  which  shall  be  submitted 
to  the  head  of  the  agency  and  the  Office  of  Management  and 
Budget  and  made  available  to  the  public  on  request,  describing 
the  matching  activities  of  the  agency  including — 

(i)  /matching  programs  in  which  the  agency  has  partici- 
pated as  a  source  agency  or  recipient  agency; 

(ii)  matching  agreements  proposed  under  subsection  (o) 
that  were  disapproved  by  the  Board; 

'  (iii)  any  changes  in  membership  or  structure  of  the 
Board  in  the  preceding  year; 

(iv)  the  reasons  for  any  waiver  of  the  requirement  in 
paragraph  (4)  of  this  section  for  completion  and  submission 
of  a  cost-benefit  analysis  prior  to  the  approval  of  a  match- 
ing program; 
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(v)  any  violations  of  matching  agreements  that  have 
been  alleged  or  identified  and  any  corrective  action  taken; 
and 

(vi)  any  other  information  required  by  the  Director  of 
the  Office  of  Management  and  Budget  to  be  included  in 
such  report; 

(E)  shall  serve  as  a  clearinghouse  for  receiving  and  providing 
information  on  the  accuracy,  completeness,  and  reliability  of 
records  used  in  matching  programs; 

(F)  shall  provide  interpretation  and  guidance  to  agency  com- 
ponents and  personnel  on  the  requirements  of  this  section  for 
matching  programs; 

(G)  shall  review  agency  recordkeeping  and  disposal  policies 
and  practices  for  matching  programs  to  assure  compliance 
with  this  section;  and 

(H)  may  review  and  report  on  any  agency  matching  activities 
that  are  not  matching  programs. 

(4)  (A)  Except  as  provided  in  subparagraphs  (B)  and  (C),  a  Data  In- 
tegrity Board  shall  not  approve  any  written  agreement  for  a 
matching  program  unless  the  agency  has  completed  and  submitted 
to  such  Board  a  cost-benefit  analysis  of  the  proposed  program  and 
such  analysis  demonstrates  that  the  program  is  likely  to  be  cost  ef- 
fective. 

(B)  The  Board  may  waive  the  requirements  of  subparagraph  (A) 
of  this  paragraph  if  it  determines  in  writing,  in  accordance  with 
guidelines  prescribed  by  the  Director  of  the  Office  of  Management 
and  Budget,  that  a  cost-benefit  analysis  is  not  required. 

(C)  A  cost-benefit  analysis  shall  not  be  required  under  subpara- 
graph (A)  prior  to  the  initial  approval  of  a  written  agreement  for  a 
matching  program  that  is  specifically  required  by  statute.  Any  sub- 
sequent written  agreement  for  such  a  program  shall  not  be  ap- 
proved by  the  Data  Integrity  Board  unless  the  agency  has  submit- 
ted a  cost-benefit  analysis  of  the  program  as  conducted  under  the 
preceding  approval  of  such  agreement. 

(5)  (A)  If  a  matching  agreement  is  disapproved  by  a  Data  Integrity 
Board,  any  party  to  such  agreement  may  appeal  the  disapproval  to 
the  Director  of  the  Office  of  Management  and  Budget.  Timely 
notice  of  the  filing  of  such  an  appeal  shall  be  provided  by  the  Di- 
rector of  the  Office  of  Management  and  Budget  to  the  Committee 
on  Governmental  Affairs  of  the  Senate  and  the  Committee  on  Gov- 
ernment Operations  of  the  House  of  Representatives. 

(B)  The  Director  of  the  Office  of  Management  and  Budget  may 
approve  a  matching  agreement  notwithstanding  the  disapproval  of 
a  Data  Integrity  Board  if  the  Director  determines  that — 

(i)  the  matching  program  will  be  consistent  with  all  applica- 
ble legal,  regulatory,  and  policy  requirements; 

(ii)  there  is  adequate  evidence  that  the  matching  agreement 
will  be  cost-effective;  and 

(iii)  the  matching  program  is  in  the  public  interest. 

(C)  The  decision  of  the  Director  to  approve  a  matching  agreement 
shall  not  take  effect  until  30  days  after  it  is  reported  to  committees 
described  in  subparagraph  (A). 
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(D)  If  the  Data  Integrity  Board  and  the  Director  of  the  Office  of 
Management  and  Budget  disapprove  a  matching  program  proposed 
by  the  inspector  general  of  an  agency,  the  inspector  general  may 
report  the  disapproval  to  the  head  of  the  agency  and  to  the  Con- 
gress. 

(6)  The  Director  of  the  Office  of  Management  and  Budget  shall, 
annually  during  the  first  3  years  after  the  date  of  enactment  of 
this  subsection  and  biennially  thereafter,  consolidate  in  a  report  to 
the  Congress  the  information  contained  in  the  reports  from  the 
various  Data  Integrity  Boards  under  paragraph  (3)(D).  Such  report 
shall  include  detailed  information  about  costs  and  benefits  of 
matching  programs  that  are  conducted  during  the  period  covered 
by  such  consolidated  report,  and  shall  identify  each  waiver  granted 
by  a  Data  Integrity  Board  of  the  requirement  for  completion  and 
submission  of  a  cost-benefit  analysis  and  the  reasons  for  granting 
the  waiver. 

(7)  In  the  reports  required  by  paragraphs  (3)(D)  and  (6),  agency 
matching  activities  that  are  not  matching  programs  may  be  report- 
ed on  an  aggregate  basis,  if  and  to  the  extent  necessary  to  protect 
ongoing  law  enforcement  or  counterintelligence  investigations. 

(v)  Office  of  Management  and  Budget  Responsibilities. — The 
Director  of  the  Office  of  Management  and  Budget  shall — 

(1)  develop  and,  after  notice  and  opportunity  for  public  com- 
ment, prescribe  guidelines  and  regulations  for  the  use  of  agen- 
cies in  implementing  the  provisions  of  this  section;  and 

(2)  provide  continuing  assistance  to  and  oversight  of  the  im- 
plementation of  this  section  by  agencies. 

§  552b.  Open  meetings 

(a)  For  purposes  of  this  section — 

(1)  the  term  "agency"  means  any  agency,  as  defined  in  sec- 
tion 552(e)  of  this  title,  headed  by  a  collegial  body  composed  of 
two  or  more  individual  members,  a  majority  of  whom  are  ap- 
pointed to  such  position  by  the  President  with  the  advice  and 
consent  of  the  Senate,  and  any  subdivision  thereof  authorized 
to  act  on  behalf  of  the  agency; 

(2)  the  term  "meeting"  means  the  deliberations  of  at  least 
the  number  of  individual  agency  members  required  to  take 
action  on  behalf  of  the  agency  where  such  deliberations  deter- 
mine or  result  in  the  joint  conduct  or  disposition  of  official 
agency  business,  but  does  not  include  deliberations  required  or 
permitted  by  subsection  (d)  or  (e);  and 

(3)  the  term  "member"  means  an  individual  who  belongs  to  a 
collegial  body  heading  an  agency. 

(b)  Members  shall  not  jointly  conduct  or  dispose  of  agency  busi- 
ness other  than  in  accordance  with  this  section.  Except  as  provided 
in  subsection  (c),  every  portion  of  every  meeting  of  an  agency  shall 
be  open  to  public  observation. 

(c)  Except  in  a  case  where  the  agency  finds  that  the  public  inter- 
est requires  otherwise,  the  second  sentence  of  subsection  (b)  shall 
not  apply  to  any  portion  of  an  agency  meeting,  and  the  require- 
ments of  subsections  (d)  and  (e)  shall  not  apply  to  any  information 
pertaining  to  such  meeting  otherwise  required  by  this  section  to  be 
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disclosed  to  the  public,  where  the  agency  properly  determines  that 
such  portion  or  portions  of  its  meeting  or  the  disclosure  of  such  in- 
formation is  likely  to — 

(1)  disclose  matters  that  are  (A)  specifically  authorized  under 
criteria  established  by  an  Executive  order  to  be  kept  secret  in 
the  interests  of  national  defense  or  foreign  policy  and  (B)  in 
fact  properly  classified  pursuant  to  such  Executive  order; 

(2)  relate  solely  to  the  internal  personnel  rules  and  practices 
of  an  agency; 

(3)  disclose  matters  specifically  exempted  from  disclosure  by 
statute  (other  than  section  552  of  this  title),  provided  that  such 
statute  (A)  requires  that  the  matters  be  withheld  from  the 
public  in  such  a  manner  as  to  leave  no  discretion  on  the  issue, 
or  (B)  establishes  particular  criteria  for  withholding  or  refers 
to  particular  types  of  matters  to  be  withheld; 

(4)  disclose  trade  secrets  and  commercial  or  financial  infor- 
mation obtained  from  a  person  and  privileged  or  confidential; 

(5)  involve  accusing  any  person  of  a  crime,  or  formally  cen- 
suring any  person; 

(6)  disclose  information  of  a  personal  nature  where  disclosure 
would  constitute  a  clearly  unwarranted  invasion  of  personal 
privacy; 

(7)  disclose  investigatory  records  compiled  for  law  enforce- 
ment purposes,  or  information  which  if  written  would  be  con- 
tained in  such  records,  but  only  to  the  extent  that  the  produc- 
tion of  such  records  or  information  would  (A)  interfere  with  en- 
forcement proceedings,  (B)  deprive  a  person  of  a  right  to  a  fair 
trial  or  an  impartial  adjudication,  (C)  constitute  an  unwarrant- 
ed invasion  of  personal  privacy,  (D)  disclose  the  identity  of  a 
confidential  source  and,  in  the  case  of  a  record  compiled  by  a 
criminal  law  enforcement  authority  in  the  course  of  a  criminal 
investigation,  or  by  an  agency  conducting  a  lawful  national  se- 
curity intelligence  investigation,  confidential  information  fur- 
nished only  by  the  confidential  source,  (E)  disclose  investiga- 
tive techniques  and  procedures,  or  (F)  endanger  the  life  or 
physical  safety  of  law  enforcement  personnel; 

(8)  disclose  information  contained  in  or  related  to  examina- 
tion, operating,  or  condition  reports  prepared  by,  on  behalf  of, 
or  for  the  use  of  an  agency  responsible  for  the  regulation  or 
supervision  of  financial  institutions; 

(9)  disclose  information  the  premature  disclosure  of  which 
would — 

(A)  in  the  case  of  an  agency  which  regulates  currencies, 
securities,  commodities,  or  financial  institutions,  be  likely 
to  (i)  lead  to  significant  financial  speculation  in  currencies, 
securities,  or  commodities,  or  (ii)  significantly  endanger 
the  stability  of  any  financial  institution;  or 

(B)  in  the  case  of  any  agency,  be  likely  to  significantly 
frustrate  implementation  of  a  proposed  agency  action, 

except  that  subparagraph  (B)  shall  not  apply  in  any  instance 
where  the  agency  has  already  disclosed  to  the  public  the  con- 
tent or  nature  of  its  proposed  action,  or  where  the  agency  is 
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required  by  law  to  make  such  disclosure  on  its  own  initiative 
prior  to  taking  final  agency  action  on  such  proposal;  or 

(10)  specifically  concern  the  agency's  issuance  of  a  subpena, 
or  the  agency's  participation  in  a  civil  action  or  proceeding,  an 
action  in  a  foreign  court  or  international  tribunal,  or  an  arbi- 
tration, or  the  initiation,  conduct,  or  disposition  by  the  agency 
of  a  particular  case  of  formal  agency  adjudication  pursuant  to 
the  procedures  in  section  554  of  this  title  or  otherwise  involv- 
ing a  determination  on  the  record  after  opportunity  for  a  hear- 
ing. 

(d)(1)  Action  under  subsection  (c)  shall  be  taken  only  when  a  ma- 
jority of  the  entire  membership  of  the  agency  (as  defined  in  subsec- 
tion (a)(1))  votes  to  take  such  action.  A  separate  vote  of  the  agency 
members  shall  be  taken  with  respect  to  each  agency  meeting  a  por- 
tion or  portions  of  which  are  proposed  to  be  closed  to  the  public 
pursuant  to  subsection  (c),  or  with  respect  to  any  information 
which  is  proposed  to  be  withheld  under  subsection  (c).  A  single  vote 
may  be  taken  with  respect  to  a  series  of  meetings,  a  portion  or  por- 
tions of  which  are  proposed  to  be  closed  to  the  public,  or  with  re- 
spect to  any  information  concerning  such  series  of  meetings,  so 
long  as  each  meeting  in  such  series  involves  the  same  particular 
matters  and  is  scheduled  to  be  held  no  more  than  thirty  days  after 
the  initial  meeting  in  such  series.  The  vote  of  each  agency  member 
participating  in  such  vote  shall  be  recorded  and  no  proxies  shall  be 
allowed. 

(2)  Whenever  any  person  whose  interests  may  be  directly  affected 
by  a  portion  of  a  meeting  requests  that  the  agency  close  such  por- 
tion to  the  public  for  any  of  the  reasons  referred  to  in  paragraph 
(5),  (6),  or  (7)  of  subsection  (c),  the  agency,  upon  request  of  any  one 
of  its  members,  shall  vote  by  recorded  vote  whether  to  close  such 
meeting. 

(3)  Within  one  day  of  any  vote  taken  pursuant  to  paragraph  (1) 
or  (2),  the  agency  shall  make  publicly  available  a  written  copy  of 
such  vote  reflecting  the  vote  of  each  member  on  the  question.  If  a 
portion  of  a  meeting  is  to  be  closed  to  the  public,  the  agency  shall, 
within  one  day  of  the  vote  taken  pursuant  to  paragraph  (1)  or  (2)  of 
this  subsection,  make  publicly  available  a  full  written  explanation 
of  its  action  closing  the  portion  together  with  a  list  of  all  persons 
expected  to  attend  the  meeting  and  their  affiliation. 

(4)  Any  agency,  a  majority  of  whose  meetings  may  properly  be 
closed  to  the  public  pursuant  to  paragraph  (4),  (8),  (9)(A),  or  (10)  of 
subsection  (c),  or  any  combination  thereof,  may  provide  by  regula- 
tion for  the  closing  of  such  meetings  or  portions  thereof  in  the 
event  that  a  majority  of  the  members  of  the  agency  votes  by  re- 
corded vote  at  the  beginning  of  such  meeting,  or  portion  thereof,  to 
close  the  exempt  portion  or  portions  of  the  meeting,  and  a  copy  of 
such  vote,  reflecting  the  vote  of  each  member  on  the  question,  is 
made  available  to  the  public.  The  provisions  of  paragraphs  (1),  (2), 
and  (3)  of  this  subsection  and  subsection  (e)  shall  not  apply  to  any 
portion  of  a  meeting  to  which  such  regulations  apply:  Provided, 
That  the  agency  shall,  except  to  the  extent  that  such  information 
is  exempt  from  disclosure  under  the  provisions  of  subsection  (c), 
provide  the  public  with  public  announcement  of  the  time,  place, 
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and  subject  matter  of  the  meeting  and  of  each  portion  thereof  at 
the  earliest  practicable  time. 

(e)  (1)  In  the  case  of  each  meeting,  the  agency  shall  make  public 
announcement,  at  least  one  week  before  the  meeting,  of  the  time, 
place,  and  subject  matter  of  the  meeting,  whether  it  is  to  be  open 
or  closed  to  the  public,  and  the  name  and  phone  number  of  the  offi- 
cial designated  by  the  agency  to  respond  to  requests  for  informa- 
tion about  the  meeting.  Such  announcement  shall  be  made  unless  a 
majority  of  the  members  of  the  agency  determines  by  a  recorded 
vote  that  agency  business  requires  that  such  meeting  be  called  at 
an  earlier  date,  in  which  case  the  agency  shall  make  public  an- 
nouncement of  the  time,  place,  and  subject  matter  of  such  meeting, 
and  whether  open  or  closed  to  the  public,  at  the  earliest  practicable 
time. 

(2)  The  time  or  place  of  a  meeting  may  be  changed  following  the 
public  announcement  required  by  paragraph  (1)  only  if  the  agency 
publicly  announces  such  change  at  the  earliest  practicable  time. 
The  subject  matter  of  a  meeting,  or  the  determination  of  the 
agency  to  open  or  close  a  meeting,  or  portion  of  a  meeting,  to  the 
public,  may  be  changed  following  the  public  announcement  re- 
quired by  this  subsection  only  if  (A)  a  majority  of  the  entire  mem- 
bership of  the  agency  determines  by  a  recorded  vote  that  agency 
business  so  requires  and  that  no  earlier  announcement  of  the 
change  was  possible,  and  (B)  the  agency  publicly  announces  such 
change  and  the  vote  of  each  member  upon  such  change  at  the  ear- 
liest practicable  time. 

(3)  Immediately  following  each  public  announcement  required  by 
this  subsection,  notice  of  the  time,  place,  and  subject  matter  of  a 
meeting,  whether  the  meeting  is  open  or  closed,  any  change  in  one 
of  the  preceding,  and  the  name  and  phone  number  of  the  official 
designated  by  the  agency  to  respond  to  requests  for  information 
about  the  meeting,  shall  also  be  submitted  for  publication  in  the 
Federal  Register. 

(f)  (1)  For  every  meeting  closed  pursuant  to  paragraphs  (1) 
through  (10)  of  subsection  (c),  the  General  Counsel  or  chief  legal  of- 
ficer of  the  agency  shall  publicly  certify  that,  in  his  or  her  opinion, 
the  meeting  may  be  closed  to  the  public  and  shall  state  each  rele- 
vant exemptive  provision.  A  copy  of  such  certification,  together 
with  a  statement  from  the  presiding  officer  of  the  meeting  setting 
forth  the  time  and  place  of  the  meeting,  and  the  persons  present, 
shall  be  retained  by  the  agency.  The  agency  shall  maintain  a  com- 
plete transcript  or  electronic  recording  adequate  to  record  fully  the 
proceedings  of  each  meeting,  or  portion  of  a  meeting,  closed  to  the 
public,  except  that  in  the  case  of  a  meeting,  or  portion  of  a  meet- 
ing, closed  to  the  public  pursuant  to  paragraph  (8),  (9)(A),  or  (10)  of 
subsection  (c),  the  agency  shall  maintain  either  such  a  transcript  or 
recording,  or  a  set  of  minutes.  Such  minutes  shall  fully  and  clearly 
describe  all  matters  discussed  and  shall  provide  a  full  and  accurate 
summary  of  any  actions  taken,  and  the  reasons  therefor,  including 
a  description  of  each  of  the  views  expressed  on  any  item  and  the 
record  of  any  rollcall  vote  (reflecting  the  vote  of  each  member  on 
the  question).  All  documents  considered  in  connection  with  any 
action  shall  be  identified  in  such  minutes. 
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(2)  The  agency  shall  make  promptly  available  to  the  public,  in  a 
place  easily  accessible  to  the  public,  the  transcript,  electronic  re- 
cording, or  minutes  (as  required  by  paragraph  (1))  of  the  discussion 
of  any  item  on  the  agenda,  or  of  any  item  of  the  testimony  of  any 
witness  received  at  the  meeting,  except  for  such  item  or  items  of 
such  discussion  or  testimony  as  the  agency  determines  to  contain 
information  which  may  be  withheld  under  subsection  (c).  Copies  of 
such  transcript,  or  minutes,  or  a  transcription  of  such  recording 
disclosing  the  identity  of  each  speaker,  shall  be  furnished  to  any 
person  at  the  actual  cost  of  duplication  or  transcription.  The 
agency  shall  maintain  a  complete  verbatim  copy  of  the  transcript, 
a  complete  copy  of  the  minutes,  or  a  complete  electronic  recording 
of  each  meeting,  or  portion  of  a  meeting,  closed  to  the  public,  for  a 
period  of  at  least  two  years  after  such  meeting,  or  until  one  year 
after  the  conclusion  of  any  agency  proceeding  with  respect  to 
which  the  meeting  or  portion  was  held,  whichever  occurs  later. 

(g)  Each  agency  subject  to  the  requirements  of  this  section  shall, 
within  180  days  after  the  date  of  enactment  of  this  section,  follow- 
ing consultation  with  the  Office  of  the  Chairman  of  the  Adminis- 
trative Conference  of  the  United  States  and  published  notice  in  the 
Federal  Register  of  at  least  thirty  days  and  opportunity  for  written 
comment  by  any  person,  promulgate  regulations  to  implement  the 
requirements  of  subsections  (b)  through  (f)  of  this  section.  Any 
person  may  bring  a  proceeding  in  the  United  States  District  Court 
for  the  District  of  Columbia  to  require  an  agency  to  promulgate 
such  regulations  if  such  agency  has  not  promulgated  such  regula- 
tions within  the  time  period  specified  herein.  Subject  to  any  limita- 
tions of  time  provided  by  law,  any  person  may  bring  a  proceeding 
in  the  United  States  Court  of  Appeals  for  the  District  of  Columbia 
to  set  aside  agency  regulations  issued  pursuant  to  this  subsection 
that  are  not  in  accord  with  the  requirements  of  subsections  (b) 
through  (f)  of  this  section  and  to  require  the  promulgation  of  regu- 
lations that  are  in  accord  with  such  subsections. 

(h)  (1)  The  district  courts  of  the  United  States  shall  have  jurisdic- 
tion to  enforce  the  requirements  of  subsections  (b)  through  (f)  of 
this  section  by  declaratory  judgment,  injunctive  relief,  or  other 
relief  as  may  be  appropriate.  Such  actions  may  be  brought  by  any 
person  against  an  agency  prior  to,  or  within  sixty  days  after,  the 
meeting  out  of  which  the  violation  of  this  section  arises,  except 
that  if  public  announcement  of  such  meeting  is  not  initially  provid- 
ed by  the  agency  in  accordance  with  the  requirements  of  this  sec- 
tion, such  action  may  be  instituted  pursuant  to  this  section  at  any 
time  prior  to  sixty  days  after  any  public  announcement  of  such 
meeting.  Such  actions  may  be  brought  in  the  district  court  of  the 
United  States  for  the  district  in  which  the  agency  meeting  is  held 
or  in  which  the  agency  in  question  has  its  headquarters,  or  in  the 
District  Court  for  the  District  of  Columbia.  In  such  actions  a  de- 
fendant shall  serve  his  answer  within  thirty  days  after  the  service 
of  the  complaint.  The  burden  is  on  the  defendant  to  sustain  his 
action.  In  deciding  such  cases  the  court  may  examine  in  camera 
any  portion  of  the  transcript,  electronic  recording,  or  minutes  of  a 
meeting  closed  to  the  public,  and  may  take  such  additional  evi- 
dence as  it  deems  necessary.  The  court,  having  due  regard  for  or- 
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derly  administration  and  the  public  interest,  as  well  as  the  inter- 
ests of  the  parties,  may  grant  such  equitable  relief  as  it  deems  ap- 
propriate, including  granting  an  injunction  against  future  viola- 
tions of  this  section  or  ordering  the  agency  to  make  available  to 
the  public  such  portion  of  the  transcript,  recording,  or  minutes  of  a 
meeting  as  is  not  authorized  to  be  withheld  under  subsection  (c)  of 
this  section. 

(2)  Any  Federal  court  otherwise  authorized  by  law  to  review 
agency  action  may,  at  the  application  of  any  person  properly  par- 
ticipating in  the  proceeding  pursuant  to  other  applicable  law,  in- 
quire into  violations  by  the  agency  of  the  requirements  of  this  sec- 
tion and  afford  such  relief  as  it  deems  appropriate.  Nothing  in  this 
section  authorizes  any  Federal  court  having  jurisdiction  solely  on 
the  basis  of  paragraph  (1)  to  set  aside,  enjoin,  or  invalidate  any 
agency  action  (other  than  an  action  to  close  a  meeting  or  to  with- 
hold information  under  this  section)  taken  or  discussed  at  any 
agency  meeting  out  of  which  the  violation  of  this  section  arose. 

(i)  The  court  may  assess  against  any  party  reasonable  attorney 
fees  and  other  litigation  costs  reasonably  incurred  by  any  other 
party  who  substantially  prevails  in  any  action  brought  in  accord- 
ance with  the  provisions  of  subsection  (g)  or  (h)  of  this  section, 
except  that  costs  may  be  assessed  against  the  plaintiff  only  where 
the  court  finds  that  the  suit  was  initiated  by  the  plaintiff  primarily 
for  frivolous  or  dilatory  purposes.  In  the  case  of  assessment  of  costs 
against  an  agency,  the  costs  may  be  assessed  by  the  court  against 
the  United  States. 

(j)  Each  agency  subject  to  the  requirements  of  this  section  shall 
annually  report  to  Congress  regarding  its  compliance  with  such  re- 
quirements, including  a  tabulation  of  the  total  number  of  agency 
meetings  open  to  the  public,  the  total  number  of  meetings  closed  to 
the  public,  the  reasons  for  closing  such  meetings,  and  a  description 
of  any  litigation  brought  against  the  agency  under  this  section,  in- 
cluding any  costs  assessed  against  the  agency  in  such  litigation 
(whether  or  not  paid  by  the  agency). 

(k)  Nothing  herein  expands  or  limits  the  present  rights  of  any 
person  under  section  552  of  this  title,  except  that  the  exemptions 
set  forth  in  subsection  (c)  of  this  section  shall  govern  in  the  case  of 
any  request  made  pursuant  to  section  552  to  copy  or  inspect  the 
transcripts,  recordings,  or  minutes  described  in  subsection  (f)  of 
this  section.  The  requirements  of  chapter  33  of  title  44,  United 
States  Code,  shall  not  apply  to  the  transcripts,  recordings,  and  min- 
utes described  in  subsection  (f)  of  this  section. 

(Z)  This  section  does  not  constitute  authority  to  withhold  any  in- 
formation from  Congress,  and  does  not  authorize  the  closing  of  any 
agency  meeting  or  portion  thereof  required  by  any  other  provision 
of  law  to  be  open. 

(m)  Nothing  in  this  section  authorizes  any  agency  to  withhold 
from  any  individual  any  record,  including  transcripts,  recordings, 
or  minutes  required  by  this  section,  which  is  otherwise  accessible 
to  such  individual  under  section  552a  of  this  title. 
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Sections  1254,  1331,  1391(e)  and  2112  of  Title  28,  United  States 

Code 

§  1254.  Courts  of  appeals;  certiorari;  certified  questions 

Cases  in  the  courts  of  appeals  may  be  reviewed  by  the  Supreme 
Court  by  the  following  methods: 

(1)  By  writ  of  certiorari  granted  upon  the  petition  of  any 
party  to  any  civil  or  criminal  case,  before  or  after  rendition  of 
judgment  or  decree; 

(2)  By  certification  at  any  time  by  a  court  of  appeals  of  any 
question  of  law  in  any  civil  or  criminal  case  as  to  which  in- 
structions are  desired,  and  upon  such  certification  the  Su- 
preme Court  may  give  binding  instructions  or  require  the 
entire  record  to  be  sent  up  for  decision  of  the  entire  matter  in 
controversy. 

******* 

§  1331.  Federal  question 

The  district  courts  shall  have  original  jurisdiction  of  all  civil  ac- 
tions arising  under  the  Constitution,  laws,  or  treaties  of  the  United 
States. 

******* 
§  1391.  Venue  generally 
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(e)  A  civil  action  in  which  a  defendant  is  an  officer  or  employee 
of  the  United  States  or  any  agency  thereof  acting  in  his  official  ca- 
pacity or  under  color  of  legal  authority,  or  an  agency  of  the  United 
States,  or  the  United  States,  may,  except  as  otherwise  provided  by 
law,  be  brought  in  any  judicial  district  in  which  (1)  a  defendant  in 
the  action  resides,  (2)  a  substantial  part  of  the  events  or  omissions 
giving  rise  to  the  claim  occurred,  or  a  substantial  part  of  property 
that  is  the  subject  of  the  action  is  situated,  or  (3)  the  plaintiff  re- 
sides if  no  real  property  is  involved  in  the  action.  Additional  per- 
sons may  be  joined  as  parties  to  any  such  action  in  accordance  with 
the  Federal  Rules  of  Civil  Procedure  and  with  such  other  venue  re- 
quirements as  would  be  applicable  if  the  United  States  or  one  of  its 
officers,  employees,  or  agencies  were  not  a  party. 

The  summons  and  complaint  in  such  an  action  shall  be  served  as 
provided  by  the  Federal  Rules  of  Civil  Procedure  except  that  the 
delivery  of  the  summons  and  complaint  to  the  officer  or  agency  as 
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required  by  the  rules  may  be  made  by  certified  mail  beyond  the 
territorial  limits  of  the  district  in  which  the  action  is  brought. 

*  *":         -  ■*  *         v- *  *  * 

§2112.  Record  on  review  and  enforcement  of  agency  orders 

(a)  The  rules  prescribed  under  the  authority  of  section  2072  of 
this  title  may  provide  for  the  time  and  manner  of  filing  and  the 
contents  of  the  record  in  all  proceedings  instituted  in  the  courts  of 
appeals  to  enjoin,  set  aside,  suspend,  modify,  or  otherwise  review  or 
enforce  orders  of  administrative  agencies,  boards,  commissions,  and 
officers.  Such  rules  may  authorize  the  agency,  board,  commission, 
or  officer  to  file  in  the  court  a  certified  list  of  the  materials  com- 
prising the  record  and  retain  and  hold  for  the  court  all  such  mate- 
rials and  transmit  the  same  or  any  part  thereof  to  the  court,  when 
and  as  required  by  it,  at  any  time  prior  to  the  final  determination 
of  the  proceeding,  and  such  filing  of  such  certified  list  of  the  mate- 
rials comprising  the  record  and  such  subsequent  transmittal  of  any 
such  materials  when  and  as  required  shall  be  deemed  full  compli- 
ance with  any  provision  of  law  requiring  the  filing  of  the  record  in 
the  court.  The  record  in  such  proceedings  shall  be  certified  and 
filed  in  or  held  for  and  transmitted  to  the  court  of  appeals  by  the 
agency,  board,  commission,  or  officer  concerned  within  the  time 
and  in  the  manner  prescribed  by  such  rules."  If  proceedings  are  in- 
stituted in  two  or  more  courts  of  appeals  with  respect  to  the  same 
order,  the  following  shall  apply: 

(1)  If  within  ten  days  after  issuance  of  the  order  the  agency, 
board,  commission,  or  officer  concerned  receives,  from  the  per- 
sons instituting  the  proceedings,  the  petition  for  review  with 
respect  to  proceedings  in  at  least  two  courts  of  appeals,  the 
agency,  board,  commission,  or  officer  shall  proceed  in  accord- 
ance with  paragraph  (3)  of  this  subsection.  If  within  ten  days 
after  the  issuance  of  the  order  the  agency,  board,  commission, 
or  officer  concerned  receives,  from  the  persons  instituting  the 
proceedings,  the  petition  for  review  with  respect  to  proceedings 
in  only  one  court  of  appeals,  the  agency,  board,  commission,  or 
officer  shall  file  the  record  in  that  court  notwithstanding  the 
institution  in  any  other  court  of  appeals  of  proceedings  for 
review  of  that  order.  In  all  other  cases  in  which  proceedings 
have  been  instituted  in  two  or  more  courts  of  appeals  with  re- 
spect to  the  same  order,  the  agency,  board,  commission,  or  offi- 
cer concerned  shall  file  the  record  in  the  court  in  which  pro- 
ceedings with  respect  to  the  order  were  first  instituted. 

(2)  For  purposes  of  paragraph  (1)  of  this  subsection,  a  copy  of 
the  petition  or  other  pleading  which  institutes  proceedings  in  a 
court  of  appeals  and  which  is  stamped  by  the  court  with  the 
date  of  filing  shall  constitute  the  petition  for  review.  Each 
agency,  board,  commission,  or  officer,  as  the  case  may  be,  shall 
designate  by  rule  the  office  and  the  officer  who  must  receive 
petitions  for  review  under  paragraph  (1). 

(3)  If  an  agency,  board,  commission,  or  officer  receives  two  or 
more  petitions  for  review  of  an  order  in  accordance  with  the 
first  sentence  of  paragraph  (1)  of  this  subsection,  the  agency, 
board,  commission,  or  officer  shall,  promptly  after  the  expira- 
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tion  of  the  ten-day  period  specified  in  that  sentence,  so  notify 
the  judicial  panel  on  multidistrict  litigation  authorized  by  sec- 
tion 1407  of  this  title,  in  such  form  as  that  panel  shall  pre- 
scribe. The  judicial  panel  on  multidistrict  litigation  shall,  by 
means  of  random  selection,  designate  one  court  of  appeals, 
from  among  the  courts  of  appeals  in  which  petitions  for  review 
have  been  filed  and  received  within  the  ten-day  period  speci- 
fied in  the  first  sentence  of  paragraph  (1),  in  which  the  record 
is  to  be  filed,  and  shall  issue  an  order  consolidating  the  peti- 
tions for  review  in  that  court  of  appeals.  The  judicial  panel  on 
multidistrict  litigation  shall,  after  providing  notice  to  the 
public  and  an  opportunity  for  the  submission  of  comments,  pre- 
scribe rules  with  respect  to  the  consolidation  of  proceedings 
under  this  paragraph.  The  agency,  board,  commission,  or  offi- 
cer concerned  shall  file  the  record  in  the  court  of  appeals  des- 
ignated pursuant  to  this  paragraph. 

(4)  Any  court  of  appeals  in  which  proceedings  with  respect  to 
an  order  of  an  agency,  board,  commission,  or  officer  have  been 
instituted  may,  to  the  extent  authorized  by  law,  stay  the  effec- 
tive date  of  the  order.  Any  such  stay  may  thereafter  be  modi- 
fied, revoked,  or  extended  by  a  court  of  appeals  designated  pur- 
suant to  paragraph  (3)  with  respect  to  that  order  or  by  any 
other  court  of  appeals  to  which  the  proceedings  are  trans- 
ferred. 

(5)  All  courts  in  which  proceedings  are  instituted  with  re- 
spect to  the  same  order,  other  than  the  court  in  which  the 
record  is  filed  pursuant  to  this  subsection,  shall  transfer  those 
proceedings  to  the  court  in  which  the  record  is  so  filed.  For  the 
convenience  of  the  parties  in  the  interest  of  justice,  the  court 
in  which  the  record  is  filed  may  thereafter  transfer  all  the  pro- 
ceedings with  respect  to  that  order  to  any  other  court  of  ap- 
peals. 

(b)  The  record  to  be  filed  in  the  court  of  appeals  in  such  a  pro- 
ceeding shall  consist  of  the  order  sought  to  be  reviewed  or  enforced, 
the  findings  or  report  upon  which  it  is  based,  and  the  pleadings, 
evidence,  and  proceedings  before  the  agency,  board,  commission,  or 
officer  concerned,  or  such  portions  thereof  (1)  as  the  rules  pre- 
scribed under  the  authority  of  section  2072  of  this  title  may  require 
to  be  included  therein,  or  (2)  as  the  agency,  board,  commission,  or 
officer  concerned,  the  petitioner  for  review  or  respondent  in  en- 
forcement, as  the  case  may  be,  and  any  intervenor  in  the  court  pro- 
ceeding by  written  stipulation  filed  with  the  agency,  board,  com- 
mission, or  officer  concerned  or  in  the  court  in  any  such  proceeding 
may  consistently  with  the  rules  prescribed  under  the  authority  of 
section  2072  of  this  title  designate  to  be  included  therein,  or  (3)  as 
the  court  upon  motion  of  a  party  or,  after  a  prehearing  conference, 
upon  its  own  motion  may  by  order  in  any  such  proceeding  desig- 
nate to  be  included  therein.  Such  a  stipulation  or  order  may  pro- 
vide in  an  appropriate  case  that  no  record  need  be  filed  in  the 
court  of  appeals.  If,  however,  the  correctness  of  a  finding  of  fact  by 
the  agency,  board,  commission,  or  officer  is  in  question  all  of  the 
evidence  before  the  agency,  board,  commission,  or  officer  shall  be 
included  in  the  record  except  such  as  the  agency,  board,  commis- 
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sion,  or  officer  concerned,  the  petitioner  for  review  or  respondent 
in  enforcement,  as  the  case  may  be,  and  any  intervenor  in  the 
court  proceeding  by  written  stipulation  filed  with  the  agency, 
board,  commission,  or  officer  concerned  or  in  the  court  agree  to 
omit  as  wholly  immaterial  to  the  questioned  finding.  If  there  is 
omitted  from  the  record  any  portion  of  the  proceedings  before  the 
agency,  board,  commission,  or  officer  which  the  court  subsequently 
determines  to  be  proper  for  it  to  consider  to  enable  it  to  review  or 
enforce  the  order  in  question  the  court  may  direct  that  such  addi- 
tional portion  of  the  proceedings  be  filed  as  a  supplement  to  the 
record.  The  agency,  board,  commission,  or  officer  concerned  may,  at 
its  option  and  without  regard  to  the  foregoing  provisions  of  this 
subsection,  and  if  so  requested  by  the  petitioner  for  review  or  re- 
spondent in  enforcement  shall,  file  in  the  court  the  entire  record  of 
the  proceedings  before  it  without  abbreviation. 

(c)  The  agency,  board,  commission,  or  officer  concerned  may 
transmit  to  the  court  of  appeals  the  original  papers  comprising  the 
whole  or  any  part  of  the  record  or  any  supplemental  record,  other- 
wise true  copies  of  such  papers  certified  by  an  authorized  officer  or 
deputy  of  the  agency,  board,  commission,  or  officer  concerned  shall 
be  transmitted.  Any  original  papers  thus  transmitted  to  the  court 
of  appeals  shall  be  returned  to  the  agency,  board,  commission,  or 
officer  concerned  upon  the  final  determination  of  the  review  or  en- 
forcement proceeding.  Pending  such  final  determination  any  such 
papers  may  be  returned  by  the  court  temporarily  to  the  custody  of 
the  agency,  board,  commission,  or  officer  concerned  if  needed  for 
the  transaction  of  the  public  business.  Certified  copies  of  any 
papers  included  in  the  record  or  any  supplemental  record  may  also 
be  returned  to  the  agency,  board,  commission,  or  officer  concerned 
upon  the  final  determination  of  review  or  enforcement  proceedings. 

(d)  The  provisions  of  this  section  are  not  applicable  to  proceed- 
ings to  review  decisions  of  the  Tax  Court  of  the  United  States  or  to 
proceedings  to  review  or  enforce  those  orders  of  administrative 
agencies,  boards,  commissions,  or  officers  which  are  by  law  re- 
viewable or  enforceable  by  the  district  courts. 

******* 

CHAPTER  158— ORDERS  OF  FEDERAL  AGENCIES;  REVIEW 
§  2341.  Definitions 

As  used  in  this  chapter — 

(1)  "clerk"  means  the  clerk  of  the  court  in  which  the  petition 
for  the  review  of  an  order,  reviewable  under  this  chapter,  is 
filed; 

(2)  "petitioner"  means  the  party  or  parties  by  whom  a  peti- 
tion to  review  an  order,  reviewable  under  this  chapter,  is  filed; 
and 

(3)  "agency"  means — 

(A)  the  Commission,  when  the  order  sought  to  be  re- 
viewed was  entered  by  the  Federal  Communications  Com- 
mission, the  Federal  Maritime  Commission,  the  Interstate 
Commerce  Commission,  or  the  Atomic  Energy  Commis- 
sion, as  the  case  may  be; 
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(B)  the  Secretary,  when  the  order  was  entered  by  the 
Secretary  of  Agriculture; 

(C)  the  Administration,  when  the  order  was  entered  by 
the  Maritime  Administration;  and 

(D)  the  Secretary,  when  the  order  is  under  section  812  of 
the  Fair  Housing  Act. 

§  2342.  Jurisdiction  of  court  of  appeals 

The  court  of  appeals  (other  than  the  United  States  Court  of  Ap- 
peals for  the  Federal  Circuit)  has  exclusive  jurisdiction  to  enjoin, 
set  aside,  suspend  (in  whole  or  in  part),  or  to  determine  the  validity 
of— 

(1)  all  final  orders  of  the  Federal  Communications  Commis- 
sion made  reviewable  by  section  402(a)  of  title  47; 

(2)  all  final  orders  of  the  Secretary  of  Agriculture  made 
under  chapters  9  and  20 A  of  title  7,  except  orders  issued  under 
sections  210(e),  217a,  and  499g(a)  of  title  7; 

(3)  all  rules,  regulations,  or  final  orders  of — 

(A)  the  Secretary  of  Transportation  issued  pursuant  to 
section  2,  9,  37,  41,  or  43  of  the  Shipping  Act,  1916  (46 
U.S.C.  App.  802,  803,  808,  835,  839,  and  841a);  and 

(B)  the  Federal  Maritime  Commission  issued  pursuant 
to— 

(i)  section  23,  25,  or  43  of  the  Shipping  Act,  1916  (46 
U.S.C.  App.  822,  824,  or  841a); 

(ii)  section  19  of  the  Merchant  Marine  Act,  1920  (46 
U.S.C.  App.  876); 

(iii)  section  2,  3,  4,  or  5  of  the  Intercoastal  Shipping 
Act,  1933  (46  U.S.C.  App.  844,  845,  845a,  or  845b); 

(iv)  section  14  or  17  of  the  Shipping  Act  of  1984  (46 
U.S.C.  App.  1713  or  1716);  or 

(v)  section  2(d)  or  3(d)  of  the  Act  of  November  6,  1966 
(46  U.S.C.  App.  817d(d)  or  817e(d)); 

(4)  all  final  orders  of  the  Atomic  Energy  Commission  made 
reviewable  by  section  2239  of  title  42; 

(5)  all  rules,  regulations,  or  final  orders  of  the  Interstate 
Commerce  Commission  made  reviewable  by  section  2321  of  this 
title,  and  all  final  orders  of  such  Commission  made  reviewable 
under  section  11901(j)(2)  of  title  49,  United  States  Code;  and 

(6)  all  final  orders  under  section  812  of  the  Fair  Housing  Act. 
Jurisdiction  is  invoked  by  filing  a  petition  as  provided  by  section 
2344  of  this  title. 

§  2343.  Venue 

The  venue  of  a  proceeding  under  this  chapter  is  in  the  judicial 
circuit  in  which  the  petitioner  resides  or  has  its  principal  office,  or 
in  the  United  States  Court  of  Appeals  for  the  District  of  Columbia 
Circuit. 

§  2344.  Review  of  orders;  time;  notice;  contents  of  petition;  service 

On  the  entry  of  a  final  order  reviewable  under  this  chapter,  the 
agency  shall  promptly  give  notice  thereof  by  service  or  publication 
in  accordance  with  its  rules.  Any  party  aggrieved  by  the  final  order 
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may,  within  60  days  after  its  entry,  file  a  petition  to  review  the 
order  in  the  Court  of  Appeals  wherein  venue  lies.  The  action  shall 
be  against  the  United  States.  The  petition  shall  contain  a  concise 
statement  of — 

(1)  the  nature  of  the  proceedings  as  to  which  review  is 
sought; 

(2)  the  facts  on  which  venue  is  based; 

(3)  the  grounds  on  which  relief  is  sought;  and 

(4)  the  relief  prayed. 

The  petitioner  shall  attach  to  the  petition,  as  exhibits,  copies  of  the 
order,  report,  or  decision  of  the  agency.  The  clerk  shall  serve  a  true 
copy  of  the  petition  on  the  agency  and  on  the  Attorney  General  by 
registered  mail,  with  request  for  a  return  receipt. 

§  2345.  Prehearing  conference 

The  court  of  appeals  may  hold  a  prehearing  conference  or  direct 
a  judge  of  the  court  to  hold  a  prehearing  conference. 

§  2346.  Certification  of  record  on  review 

Unless  the  proceeding  has  been  terminated  on  a  motion  to  dis- 
miss the  petition,  the  agency  shall  file  in  the  office  of  the  clerk  the 
record  on  review  as  provided  by  section  2112  of  this  title. 

§  2347.  Petitions  to  review;  proceedings 

(a)  Unless  determined  on  a  motion  to  dismiss,  petitions  to  review 
orders  reviewable  under  this  chapter  are  heard  in  the  court  of  ap- 
peals on  the  record  of  the  pleadings,  evidence  adduced  and  proceed- 
ings before  the  agency,  when  the  agency  has  held  a  hearing  wheth- 
er or  not  required  to  do  so  by  law. 

(b)  When  the  agency  has  not  held  a  hearing  before  taking  the 
action  of  which  review  is  sought  by  the  petition,  the  court  of  ap- 
peals shall  determine  whether  a  hearing  is  required  by  law.  After 
that  determination,  the  court  shall — 

(1)  remand  the  proceedings  to  the  agency  to  hold  a  hearing, 
when  a  hearing  is  required  by  law; 

(2)  pass  on  the  issues  presented,  when  a  hearing  is  not  re- 
quired by  law  and  it  appears  from  the  pleadings  and  affidavits 
filed  by  the  parties  that  no  genuine  issue  of  material  fact  is 
presented;  or 

(3)  transfer  the  proceedings  to  a  district  court  for  the  district 
in  which  the  petitioner  resides  or  has  its  principal  office  for  a 
hearing  and  determination  as  if  the  proceedings  were  original- 
ly initiated  in  the  district  court,  when  a  hearing  is  not  re- 
quired by  law  and  a  genuine  issue  of  material  fact  is  presented. 
The  procedure  in  these  cases  in  the  district  court  is  governed 
by  the  Federal  Rules  of  Civil  Procedure. 

(c)  If  a  party  to  a  proceeding  to  review  applies  to  the  court  of  ap- 
peals in  which  the  proceeding  is  pending  for  leave  to  adduce  addi- 
tional evidence  and  shows  to  the  satisfaction  of  the  court  that — 

(1)  the  additional  evidence  is  material;  and 

(2)  there  were  reasonable  grounds  for  failure  to  adduce  the 
evidence  before  the  agency; 
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the  court  may  order  the  additional  evidence  and  any  counterevi- 
dence  the  opposite  party  desires  to  offer  to  be  taken  by  the  agency. 
The  agency  may  modify  its  findings  of  fact,  or  make  new  findings, 
by  reason  of  the  additional  evidence  so  taken,  and  may  modify  or 
set  aside  its  order,  and  shall  file  in  the  court  the  additional  evi- 
dence, the  modified  findings  or  new  findings,  and  the  modified 
order  or  the  order  setting  aside  the  original  order. 

§  2348.  Representation  in  proceedings;  intervention 

The  Attorney  General  is  responsible  for  and  has  control  of  the 
interests  of  the  Government  in  all  court  proceedings  under  this 
chapter.  The  agency,  and  any  party  in  interest  in  the  proceeding 
before  the  agency  whose  interests  will  be  affected  if  an  order  of  the 
agency  is  or  is  not  enjoined,  set  aside,  or  suspended,  may  appear  as 
parties  thereto  of  their  own  motion  and  as  of  right,  and  be  repre- 
sented by  counsel  in  any  proceeding  to  review  the  order.  Communi- 
ties, associations,  corporations,  firms,  and  individuals,  whose  inter- 
ests are  affected  by  the  order  of  the  agency,  may  intervene  in  any 
proceeding  to  review  the  order.  The  Attorney  General  may  not  dis- 
pose of  or  discontinue  the  proceeding  to  review  over  the  objection 
of  any  party  or  intervenor,  but  any  intervenor  may  prosecute, 
defend,  or  continue  the  proceeding  unaffected  by  the  action  or  inac- 
tion of  the  Attorney  General. 

§  2349.  Jurisdiction  of  the  proceeding 

(a)  The  court  of  appeals  has  jurisdiction  of  the  proceeding  on  the 
filing  and  service  of  a  petition  to  review.  The  court  of  appeals  in 
which  the  record  on  review  is  filed,  on  the  filing,  has  jurisdiction  to 
vacate  stay  orders  or  interlocutory  injunctions  previously  granted 
by  any  court,  and  has  exclusive  jurisdiction  to  make  and  enter,  on 
the  petition,  evidence,  and  proceedings  set  forth  in  the  record  on 
review,  a  judgment  determining  the  validity  of,  and  enjoining,  set- 
ting aside,  or  suspending,  in  whole  or  in  part,  the  order  of  the 
agency. 

(b)  The  filing  of  the  petition  to  review  does  not  of  itself  stay  or 
suspend  the  operation  of  the  order  of  the  agency,  but  the  court  of 
appeals  in  its  discretion  may  restrain  or  suspend,  in  whole  or  in 
part,  the  operation  of  the  order  pending  the  final  hearing  and  de- 
termination of  the  petition.  When  the  petitioner  makes  application 
for  an  interlocutory  injunction  restraining  or  suspending  the  en- 
forcement, operation,  or  execution  of,  or  setting  aside,  in  whole  or 
in  part,  any  order  reviewable  under  this  chapter,  at  least  5  days' 
notice  of  the  hearing  thereon  shall  be  given  to  the  agency  and  to 
the  Attorney  General.  In  a  case  in  which  irreparable  damage 
would  otherwise  result  to  the  petitioner,  the  court  of  appeals  may, 
on  hearing,  after  reasonable  notice  to  the  agency  and  to  the  Attor- 
ney General,  order  a  temporary  stay  or  suspension,  in  whole  or  in 
part,  of  the  operation  of  the  order  of  the  agency  for  not  more  than 
60  days  from  the  date  of  the  order  pending  the  hearing  on  the  ap- 
plication for  the  interlocutory  injunction,  in  which  case  the  order 
of  the  court  of  appeals  shall  contain  a  specific  finding,  based  on  evi- 
dence submitted  to  the  court  of  appeals,  and  identified  by  reference 
thereto,  that  irreparable  damage  would  result  to  the  petitioner  and 
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specifying  the  nature  of  the  damage.  The  court  of  appeals,  at  the 
time  of  hearing  the  application  for  an  interlocutory  injunction,  on 
a  like  finding,  may  continue  the  temporary  stay  or  suspension,  in 
whole  or  in  part,  until  decision  on  the  application. 

§  2350.  Review  in  Supreme  Court  on  certiorari  or  certification 

(a)  An  order  granting  or  denying  an  interlocutory  injunction 
under  section  2349(b)  of  this  title  and  a  final  judgment  of  the  court 
of  appeals  in  a  proceeding  to  review  under  this  chapter  are  subject 
to  review  by  the  Supreme  Court  on  a  writ  of  certiorari  as  provided 
by  section  1254(1)  of  this  title.  Application  for  the  writ  shall  be 
made  within  45  days  after  entry  of  the  order  and  within  90  days 
after  entry  of  the  judgment,  as  the  case  may  be.  The  United  States, 
the  agency,  or  an  aggrieved  party  may  file  a  petition  for  a  writ  of 
certiorari. 

(b)  The  provisions  of  section  1254(2)  of  this  title,  regarding  certifi- 
cation, and  of  section  2101(f)  of  this  title,  regarding  stays,  also 
apply  to  proceedings  under  this  chapter. 

§  2351.  Enforcement  of  orders  by  district  courts 

The  several  district  courts  have  jurisdiction  specifically  to  en- 
force, and  to  enjoin  and  restrain  any  person  from  violating  any 
order  issued  under  section  193  of  title  7. 
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Preamble 

The  Parties, 

Being  concerned  with  the  health  and  welfare  of  mankind, 

Noting  with  concern  the  public  health  and  social  problems  result- 
ing from  the  abuse  of  certain  psychotropic  substances, 

Determined  to  prevent  and  combat  abuse  of  such  substances  and 
the  illicit  traffic  to  which  it  gives  rise. 

Considering  that  rigorous  measures  are  necessary  to  restrict  the 
use  of  such  substances  to  legitimate  purposes. 

Recognizing  that  the  use  of  psychotropic  substances  for  medical 
and  scientific  purposes  is  indispensable  and  that  their  availability 
for  such  purposes  should  not  be  unduly  restricted, 

Believing  that  effective  measures  against  abuse  of  such  sub- 
stances require  co-ordination  and  universal  action, 

Acknowledging  the  competence  of  the  United  Nations  in  the  field 
of  control  of  psychotropic  substances  and  desirous  that  the  interna- 
tional organs  concerned  should  be  within  the  framework  of  that 
Organization, 

Recognizing  that  an  international  convention  is  necessary  to 
achieve  these  purposes, 
Agree  as  follows: 

Article  1 
Use  of  terms 

Except  where  otherwise  expressly  indicated,  or  where  the  context 
otherwise  requires,  the  following  terms  in  this  Convention  have  the 
meanings  given  below: 

(a)  "Council"  means  the  Economic  and  Social  Council  of  the 
United  Nations. 

(b)  "Commission"  means  the  Commission  on  Narcotics  Drugs 
of  the  Council. 

(c)  "Board"  means  the  International  Narcotics  Control  Board 
provided  for  in  the  Single  Convention  on  Narcotic  Drugs,  1961. 

(d)  "Secretary-General"  means  the  Secretary-General  of  the 
United  Nations. 

(e)  "Psychotropic  substance"  means  any  substance,  natural 
or  synthetic,  or  any  natural  material  in  Schedule  I,  II,  III  or 
IV. 

(f)  "Preparation"  means: 

(i)  any  solution  or  mixture,  in  whatever  physical  state, 
containing  one  or  more  psychotropic  substances,  or 

(ii)  one  or  more  psychotropic  substances  in  dosage  form. 
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(g)  "Schedule  I",  "Schedule  II",  "Schedule  III"  and  "Sched- 
ule IV"  mean  the  correspondingly  numbered  lists  of  psycho- 
tropic substances  annexed  to  this  Convention,  as  altered  in  ac- 
cordance with  article  2. 

(h)  "Export"  and  "import"  mean  in  their  respective  connota- 
tions the  physical  transfer  of  a  psychotropic  substance  from 
one  State  to  another  State. 

(i)  "Manufacture"  means  all  processes  by  which  psychotropic 
substances  may  be  obtained,  and  includes  refining  as  well  as 
the  transformation  of  psychotropic  substances  into  other  psy- 
chotropic substances.  The  term  also  includes  the  making  of 
preparations  other  than  those  made  on  prescription  in  pharma- 
cies. 

(j)  "Illicit  traffic"  means  manufacture  of  or  trafficking  in 
psychotropic  substances  contrary  to  the  provisions  of  this  Con- 
vention. 

(k)  "Region"  means  any  part  of  a  State  which  pursuant  to 
article  28  is  treated  as  a  separate  entity  for  the  purposes  of 
this  Convention. 

(1)  "Premises"  means  buildings  or  parts  of  buildings,  includ- 
ing the  appertaining  land. 

Article  2 

Scope  of  control  of  substances 

1.  If  a  Party  or  the  World  Health  Organization  has  information 
relating  to  a  substance  not  yet  under  international  control  which 
in  its  opinion  may  require  the  addition  of  that  substance  to  any  of 
the  Schedules  of  this  Convention,  it  shall  notify  the  Secretary-Gen- 
eral and  furnish  him  with  the  information  in  support  of  that  notifi- 
cation. The  foregoing  procedure  shall  also  apply  when  a  Party  or 
the  World  Health  Organization  has  information  justifying  the 
transfer  of  a  substance  from  one  Schedule  to  another  among  those 
Schedules,  or  the  deletion  of  a  substance  from  the  Schedules. 

2.  The  Secretary-General  shall  transmit  such  notification,  and 
any  information  which  he  considers  relevant,  to  the  Parties,  to  the 
Commission  and,  when  the  notification  is  made  by  a  Party,  to  the 
World  Health  Organization. 

3.  If  the  information  transmitted  with  such  a  notification  indi- 
cates that  the  substance  is  suitable  for  inclusion  in  Schedule  I  or 
Schedule  II  pursuant  to  paragraph  4,  the  Parties  shall  examine,  in 
the  light  of  all  information  available  to  them,  the  possibility  of  the 
provisional  application  to  the  substance  of  all  measures  of  control 
applicable  to  substances  in  Schedule  I  or  Schedule  II,  as  appropri- 
ate. 

4.  If  the  World  Health  Organization  finds: 

(a)  that  the  substance  has  the  capacity  to  produce 

(1)  (l)  a  state  of  dependence,  and 

(2)  central  nervous  system  stimulation  or  depression,  re- 
sulting in  hallucinations  or  disturbances  in  motor  function 
or  thinking  or  behaviour  or  perception  or  mood,  or 

(ii)  similar  abuse  and  similar  ill  effects  as  a  substance  in 
Schedule  I,  II,  III  or  IV,  and 
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(b)  that  there  is  sufficient  evidence  that  the  substance  is 
being  or  is  likely  to  be  abused  so  as  to  constitute  a  public 
health  and  social  problem  warranting  the  placing  of  the  sub- 
stance under  international  control, 
the  World  Health  Organization  shall  communicate  to  the  Commis- 
sion an  assessment  of  the  substance,  including  the  extent  or  likeli- 
hood of  abuse,  the  degree  of  seriousness  of  the  public  health  and 
social  problem  and  the  degree  of  usefulness  of  the  substance  in 
medical  therapy,  together  with  recommendations  on  control  meas- 
ures, if  any,  that  would  be  appropriate  in  the  light  of  its  assess- 
ment. 

5.  The  Commission,  taking  into  account  the  communication  from 
the  World  Health  Organization,  whose  assessments  shall  be  deter- 
minative as  to  medical  and  scientific  matters,  and  bearing  in  mind 
the  economic,  social,  legal,  administrative  and  other  factors  it  may 
consider  relevant,  may  add  the  substance  to  Schedule  I,  II,  III  or 
IV.  The  Commission  may  seek  further  information  from  the  World 
Health  Organization  or  from  other  appropriate  sources. 

6.  If  a  notification  under  paragraph  1  relates  to  a  substance  al- 
ready listed  in  one  of  the  Schedules,  the  World  Health  Organiza- 
tion shall  communicate  to  the  Commission  its  new  findings,  any 
new  assessment  of  the  substance  it  may  make  in  accordance  with 
paragraph  4  and  any  new  recommendations  on  control  measures  it 
may  find  appropriate  in  the  light  of  that  assessment.  The  Commis- 
sion, taking  into  account  the  communication  from  the  World 
Health  Organization  as  under  paragraph  5  and  bearing  in  mind 
the  factors  referred  to  in  that  paragraph,  may  decide  to  transfer 
the  substance  from  one  Schedule  to  another  or  to  delete  it  from  the 
Schedules. 

7.  Any  decision  of  the  Commission  taken  pursuant  to  this  article 
shall  be  communicated  by  the  Secretary-General  to  all  States  Mem- 
bers of  the  United  Nations,  to  non-member  States  Parties  to  this 
Convention,  to  the  World  Health  Organization  and  to  the  Board. 
Such  decision  shall  become  fully  effective  with  respect  to  each 
Party  180  days  after  the  date  of  such  communication,  except  for 
any  Party  wlrch,  within  that  period,  in  respect  of  a  decision  adding 
a  substance  to  a  Schedule,  has  transmitted  to  the  Secretary-Gener- 
al a  written  notice  that,  in  view  of  exceptional  circumstances,  it  is 
not  in  a  position  to  give  effect  with  respect  to  that  substance  to  all 
of  the  provisions  of  the  Convention  applicable  to  substances  in  that 
Schedule.  Such  notice  shall  state  the  reasons  for  this  exceptional 
action.  Notwithstanding  its  notice,  each  Party  shall  apply,  as  a 
minimum,  the  control  measures  listed  below: 

(a)  A  Party  having  given  such  notice  with  respect  to  a  previously 
uncontrolled  substance  added  to  Schedule  I  shall  take  into  account, 
as  far  as  possible,  the  special  control  measures  enumerated  in  arti- 
cle 7  and,  with  respect  to  that  substance,  shall: 

(i)  require  licenses  for  manufacture,  trade  and  distribution  as 
provided  in  article  8  for  substances  in  Schedule  II; 

(ii)  require  medical  prescriptions  for  supply  or  dispensing  as 
provided  in  article  9  for  substances  in  Schedule  II; 
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(iii)  comply  with  the  obligations  relating  to  export  and 
import  provided  in  article  12,  except  in  respect  to  another 
Party  having  given  such  notice  for  the  substance  in  question; 

(iv)  comply  with  the  obligations  provided  in  article  13  for 
substances  in  Schedule  II  in  regard  to  prohibition  of  and  re- 
strictions on  export  and  import; 

(v)  furnish  statistical  reports  to  the  Board  in  accordance  with 
paragraph  4(a)  of  article  16;  and 

(vi)  adopt  measures  in  accordance  with  article  22  for  the  re- 
pression of  acts  contrary  to  laws  or  regulations  adopted  pursu- 
ant to  the  foregoing  obligations. 

(b)  A  party  having  given  such  notice  with  regard  to  a  previously 
uncontrolled  substance  added  to  Schedule  II  shall,  with  respect  to 
that  substance: 

(i)  require  licenses  for  manufacture,  trade  and  distribution  in 
accordance  with  article  8; 

(ii)  require  medical  prescriptions  for  supply  or  dispensing  in 
accordance  with  article  9; 

(iii)  comply  with  the  obligations  relating  to  export  and 
import  provided  in  article  12,  except  in  respect  to  another 
Party  having  given  such  notice  for  the  substance  in  question; 

(iv)  comply  with  the  obligations  of  article  13  in  regard  to  pro- 
hibition of  and  restrictions  on  export  and  import; 

(v)  furnish  statistical  reports  to  the  Board  in  accordance  with 
paragraphs  4(a),  (c)  and  (d)  of  article  16;  and 

(vi)  adopt  measures  in  accordance  with  article  22  for  the  re- 
pression of  acts  contrary  to  laws  or  regulations  adopted  pursu- 
ant to  the  foregoing  obligations. 

(c)  A  Party  having  given  such  notice  with  regard  to  a  previously 
uncontrolled  substance  added  to  Schedule  III  shall,  with  respect  to 
that  substance: 

(i)  require  licenses  for  manufacture,  trade  and  distribution  in 
accordance  with  article  8; 

(ii)  require  medical  prescriptions  for  supply  or  dispensing  in 
accordance  with  article  9; 

(iii)  comply  with  the  obligations  relating  to  export  provided 
in  article  12,  except  in  respect  to  another  Party  having  given 
such  notice  for  the  substance  in  question; 

(iv)  comply  with  the  obligations  of  article  13  in  regard  to  pro- 
hibition of  and  restrictions  on  export  and  import;  and 

(v)  adopt  measures  in  accordance  with  article  22  for  the  re- 
pression of  acts  contrary  to  laws  or  regulations  adopted  pursu- 
ant to  the  foregoing  obligations. 

(d)  A  Party  having  given  such  notice  with  regard  to  a  previously 
uncontrolled  substance  added  to  Schedule  IV  shall,  with  respect  to 
that  substance: 

(i)  require  licenses  for  manufacture,  trade  and  distribution  in 
accordance  with  article  8; 

(ii)  comply  with  the  obligations  of  article  13  in  regard  to  pro- 
hibition of  and  restrictions  on  export  and  import;  and 

(iii)  adopt  measures  in  accordance  with  article  22  for  the  re- 
pression of  acts  contrary  to  laws  or  regulations  adopted  pursu- 
ant to  the  foregoing  obligations. 
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(e)  A  Party  having  given  such  notice  with  regard  to  a  substance 
transferred  to  a  Schedule  providing  stricter  controls  and  obliga- 
tions shall  apply  as  a  minimum  all  of  the  provisions  of  this  Con- 
vention applicable  to  the  Schedule  from  which  it  was  transferred. 

8.  (a)  The  decisions  of  the  Commission  taken  under  this  article 
shall  be  subject  to  review  by  the  Council  upon  the  request  of  any 
Party  filed  within  180  days  from  receipt  of  notification  of  the  deci- 
sion. The  request  for  review  shall  be  sent  to  the  Secretary-General 
together  with  all  relevant  information  upon  which  the  request  for 
review  is  based. 

(b)  The  Secretary-General  shall  transmit  copies  of  the  request  for 
review  and  the  relevant  information  to  the  Commission,  to  the 
World  Health  Organization  and  to  all  the  Parties,  inviting  them  to 
submit  comments  within  ninety  days.  All  comments  received  shall 
be  submitted  to  the  Council  for  consideration. 

(c)  The  Council  may  confirm,  alter  or  reverse  the  decision  of  the 
Commission.  Notification  of  the  Council's  decision  shall  be  trans- 
mitted to  all  States  Members  of  the  United  Nations,  to  non- 
member  States  Parties  to  this  Convention,  to  the  Commission,  to 
the  World  Health  Organization  and  to  the  Board. 

(d)  During  pendency  of  the  review,  the  original  decision  of  the 
Commission  shall,  subject  to  paragraph  7,  remain  in  effect. 

9.  The  Parties  shall  use  their  best  endeavours  to  apply  to  sub- 
stances which  do  not  fall  under  this  Convention,  but  which  may  be 
used  in  the  illicit  manufacture  of  psychotropic  substances,  such 
measures  of  supervision  as  may  be  practicable. 

Article  3 

Special  provisions  regarding  the  control  of  preparations 

1.  Except  as  provided  in  the  following  paragraphs  of  this  article, 
a  preparation  is  subject  to  the  same  measures  of  control  as  the  psy- 
chotropic substance  which  it  contains,  and,  if  it  contains  more  than 
one  such  substance,  to  the  measures  applicable  to  the  most  strictly 
controlled  of  those  substances. 

2.  If  a  preparation  containing  a  psychotropic  substance  other 
than  a  substance  in  Schedule  I  is  compounded  in  such  a  way  that  it 
presents  no,  or  a  negligible,  risk  of  abuse  and  the  substance  cannot 
be  recovered  by  readily  applicable  means  in  a  quantity  liable  to 
abuse,  so  that  the  preparation  does  not  give  rise  to  a  public  health 
and  social  problem,  the  preparation  may  be  exempted  from  certain 
of  the  measures  of  control  provided  in  this  Convention  in  accord- 
ance with  paragraph  3. 

3.  If  a  Party  makes  a  finding  under  the  preceding  paragraph  re- 
garding a  preparation,  it  may  decide  to  exetaipt  the  preparation,  in 
its  country  or  in  one  of  its  regions,  from  any  or  all  of  the  measures 
of  control  provided  in  this  Convention  except  the  requirements  of: 

(a)  article  8  (licenses),  as  it  applies  to  manufacture; 

(b)  article  11  (records),  as  it  applies  to  exempt  preparations; 

(c)  article  13  (prohibition  of  and  restrictions  on  export  and 
import); 

(d)  article  15  (inspection),  as  it  applies  to  manufacture; 
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(e)  article  16  (reports  to  be  furnished  by  the  Parties),  as  it  ap- 
plies to  exempt  preparations;  and 

(f)  article  22  (penal  provisions),  to  the  extent  necessary  for 
the  repression  of  acts  contrary  to  laws  or  regulations  adopted 
pursuant  to  the  foregoing  obligations. 

A  Party  shall  notify  the  Secretary-General  of  any  such  decision,  of 
the  name  and  composition  of  the  exempt  preparation,  and  of  the 
measures  of  control  from  which  it  is  exempted.  The  Secretary-Gen- 
eral shall  transmit  the  notification  to  the  other  Parties,  to  the 
World  Health  Organization  and  to  the  Board. 

4.  If  a  Party  or  the  World  Health  Organization  has  information 
regarding  a  preparation  exempted  pursuant  to  paragraph  3  which 
in  its  opinion  may  require  the  termination,  in  whole  or  in  part,  of 
the  exemption,  it  shall  notify  the  Secretary-General  and  furnish 
him  with  the  information  in  support  of  the  notification.  The  Secre- 
tary-General shall  transmit  such  notification,  and  any  information 
which  he  considers  relevant,  to  the  Parties,  to  the  Commission  and, 
when  the  notification  is  made  by  a  Party,  to  the  World  Health  Or- 
ganization. The  World  Health  Organization  shall  communicate  to 
the  Commission  an  assessment  of  the  preparation  in  relation  to  the 
matters  specified  in  paragraph  2,  together  with  a  recommendation 
of  the  control  measures,  if  any,  from  which  the  preparation  should 
cease  to  be  exempted.  The  Commission,  taking  into  account  the 
communication  from  the  World  Health  Organization,  whose  assess- 
ment shall  be  determinative  as  to  medical  and  scientific  matters, 
and  bearing  in  mind  the  economic,  social,  legal,  administrative  and 
other  factors  it  may  consider  relevant,  may  decide  to  terminate  the 
exemption  of  the  preparation  from  any  or  all  control  measures. 
Any  decision  of  the  Commission  taken  pursuant  to  this  paragraph 
shall  be  communicated  by  the  Secretary-General  to  all  States  Mem- 
bers of  the  United  Nations,  to  non-member  States  Parties  to  this 
Convention,  to  the  World  Health  Organization  and  to  the  Board. 
All  Parties  shall  take  measures  to  terminate  the  exemption  from 
the  control  measure  or  measures  in  question  within  180  days  of  the 
date  of  the  Secretary-General's  communication. 

Article  4 

Other  special  provisions  regarding  the  scope  of  control 

In  respect  of  psychotropic  substances  other  than  those  in  Sched- 
ule I,  the  Parties  may  permit: 

(a)  the  carrying  by  international  travellers  of  small  quanti- 
ties of  preparations  for  personal  use;  each  Party  shall  be  enti- 
tled, however,  to  satisfy  itself  that  these  preparations  have 
been  lawfully  obtained; 

(b)  the  use  of  such  substances  in  industry  for  the  manufac- 
ture of  non-psychotropic  substances  or  products,  subject  to  the 
application  of  the  measures  of  control  required  by  this  Conven- 
tion until  the  psychotropic  substances  come  to  be  in  such  a 
condition  that  they  will  not  in  practice  be  abused  or  recovered; 

(c)  the  use  of  such  substances,  subject  to  the  application  of 
the  measures  of  control  required  by  this  Convention,  for  the 
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capture  of  animals  by  persons  specifically  authorized  by  the 
competent  authorities  to  use  such  substances  for  that  purpose. 

Article  5 

Limitation  of  use  to  medical  and  scientific  purposes 

1.  Each  Party  shall  limit  the  use  of  substances  in  Schedule  I  as 
provided  in  article  7. 

2.  Each  Party  shall,  except  as  provided  in  article  4,  limit  by  such 
measures  as  it  considers  appropriate  the  manufacture,  export, 
import,  distribution  and  stocks  of,  trade  in,  and  use  and  possession 
of,  substances  in  Schedules  II,  III  and  IV  to  medical  and  scientific 
purposes. 

3.  It  is  desirable  that  the  Parties  do  not  permit  the  possession  of 
substances  in  Schedules  II,  III  and  IV  except  under  legal  authority. 

Article  6 

Special  administration 

It  is  desirable  that  for  the  purpose  of  applying  the  provisions  of 
this  Convention,  each  Party  establish  and  maintain  a  special  ad- 
ministration, which  may  with  advantage  be  the  same  as,  or  work 
in  close  cooperation,  with  the  special  administration  established 
pursuant  to  the  provisions  of  conventions  for  the  control  of  narcotic 
drugs. 

Article  7 

Special  provisions  regarding  substances  in  Schedule  I 

In  respect  of  substances  in  Schedule  I,  the  Parties  shall: 

(a)  prohibit  all  use  except  for  scientific  and  very  limited  med- 
ical purposes  by  duly  authorized  persons,  in  medical  or  scientif- 
ic establishments  which  are  directly  under  the  control  of  their 
Governments  or  specifically  approved  by  them; 

(b)  require  that  manufacture,  trade,  distribution  and  posses- 
sion be  under  a  special  license  or  prior  authorization; 

(c)  provide  for  close  supervision  of  the  activities  and  acts 
mentioned  in  paragraphs  (a)  and  (b); 

(d)  restrict  the  amount  supplied  to  a  duly  authorized  person 
to  the  quantity  required  for  his  authorized  purpose; 

(e)  require  that  persons  performing  medical  or  scientific 
functions  keep  records  concerning  the  acquisition  of  the  sub- 
stances and  the  details  of  their  use,  such  records  to  be  pre- 
served for  at  least  two  years  after  the  last  use  recorded  there- 
in; and 

(f)  prohibit  export  and  import  except  when  both  the  exporter 
and  importer  are  the  competent  authorities  or  agencies  of  the 
exporting  and  importing  country  or  region,  respectively,  or 
other  persons  or  enterprises  which  are  specifically  authorized 
by  the  competent  authorities  of  their  country  or  region  for  the 
purpose.  The  requirements  of  paragraph  1  of  article  12  for 
export  and  import  authorizations  for  substances  in  Schedule  II 
shall  also  apply  to  substances  in  Schedule  I. 
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Article  8 

Licenses 

1.  The  Parties  shall  require  that  the  manufacture  of,  trade  (in- 
cluding export  and  import  trade)  in,  and  distribution  of  substances 
listed  in  Schedules  II,  III  and  IV  be  under  license  or  other  similar 
control  measure. 

2.  The  Parties  shall: 

(a)  control  all  duly  authorized  persons  and  enterprises  carry- 
ing on  or  engaged  in  the  manufacture  of,  trade  (including 
export  and  import  trade)  in,  or  distribution  of  substances  re- 
ferred to  in  paragraph  1; 

(b)  control  under  license  or  other  similar  control  measure  the 
establishments  and  premises  in  which  such  manufacture,  trade 
or  distribution  may  take  place;  and 

(c)  provide  that  security  measures  be  taken  with  regard  to 
such  establishments  and  premises  in  order  to  prevent  theft  or 
other  diversion  of  stocks. 

3.  The  provisions  of  paragraphs  1  and  2  of  this  article  relating  to 
licensing  or  other  similar  control  measures  need  not  apply  to  per- 
sons duly  authorized  to  perform  and  while  performing  therapeutic 
or  scientific  functions. 

4.  The  Parties  shall  require  that  all  persons  who  obtain  licenses 
in  accordance  with  this  Convention  or  who  are  otherwise  author- 
ized pursuant  to  paragraph  1  of  this  article  or  sub-paragraph  (b)  of 
article  7  shall  be  adequately  qualified  for  the  effective  and  faithful 
execution  of  the  provisions  of  such  laws  and  regulations  as  are  en- 
acted in  pursuance  of  this  Convention. 

Article  9 

Prescriptions 

1.  The  Parties  shall  require  that  substances  in  Schedules  II,  III, 
and  IV  be  supplied  or  dispensed  for  use  by  individuals  pursuant  to 
medical  prescription  only,  except  when  individuals  may  lawfully 
obtain,  use,  dispense  or  administer  such  substances  in  the  duly  au- 
thorized exercise  of  therapeutic  or  scientific  functions. 

2.  The  Parties  shall  take  measures  to  ensure  that  prescriptions 
for  substances  in  Schedules  II,  III,  and  IV  are  issued  in  accordance 
with  sound  medical  practice  and  subject  to  such  regulation,  par- 
ticularly as  to  the  number  of  times  they  may  be  refilled  and  the 
duration  of  their  validity,  as  will  protect  the  public  health  and  wel- 
fare. 

3.  Notwithstanding  paragraph  1,  a  Party  may,  if  in  its  opinion 
local  circumstances  so  require  and  under  such  conditions,  including 
record-keeping,  as  it  may  prescribe,  authorize  licensed  pharmacists 
or  other  licensed  retail  distributors  designated  by  the  authorities 
responsible  for  public  health  in  its  country  or  part  thereof  to 
supply,  at  their  discretion  and  without  prescription,  for  use  for 
medical  purposes  by  individuals  in  exceptional  cases,  small  quanti- 
ties, within  limits  to  be  defined  by  the  Parties,  of  substances  in 
Schedules  III  and  IV. 
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Article  10 
Warnings  on  packages,  and  advertising 

L  Each  Party  shall  require,  taking  into  account  any  relevant  reg- 
ulations or  recommendations  of  the  World  Health  Organization, 
such  directions  for  use,  including  cautions  and  warnings,  to  be  indi- 
cated on  the  labels  where  practicable  and  in  any  case  on  the  ac- 
companying leaflet  of  retail  packages  of  psychotropic  substances,  as 
in  its  opinion  are  necessary  for  the  safety  of  the  user. 

2.  Each  Party  shall,  with  due  regard  to  its  constitutional  provi- 
sions, prohibit  the  advertisement  of  such  substances  to  the  general 
public. 

Article  11 
Records 

1.  The  Parties  shall  require  that,  in  respect  of  substances  in 
Schedule  I,  manufacturers  and  all  other  persons  authorized  under 
article  7  to  trade  in  and  distribute  those  substances  keep  records, 
as  may  be  determined  by  each  Party,  showing  details  of  the  quanti- 
ties manufactured,  the  quantities  held  in  stock,  and  for  each  acqui- 
sition and  disposal,  details  of  the  quantity,  date,  supplier  and  recip- 
ient. 

2.  The  Parties  shall  require  that,  in  respect  of  substances  in 
Schedules  II  and  III,  manufacturers,  wholesale  distributors,  export- 
ers and  importers  keep  records,  as  may  be  determined  by  each 
Party,  showing  details  of  the  quantities  manufactured  and,  for  each 
acquisition  and  disposal,  details  of  the  quantity,  date,  supplier  and 
recipient. 

3.  The  Parties  shall  require  that,  in  respect  of  substances  in 
Schedule  II,  retail  distributors,  institutions  for  hospitalization  and 
care  and  scientific  institutions  keep  records,  as  may  be  determined 
by  each  Party,  showing,  for  each  acquisition  and  disposal,  details  of 
the  quantity,  date,  supplier  and  recipient. 

4.  The  Parties  shall  ensure,  through  appropriate  methods  and 
taking  into  account  the  professional  and  trade  practices  in  their 
countries,  that  information  regarding  acquisition  and  disposal  of 
substances  in  Schedule  III  by  retail  distributors,  institutions  for 
hospitalization  and  care  and  scientific  institutions  is  readily  avail- 
able. 

5.  The  Parties  shall  require  that,  in  respect  of  substances  in 
Schedule  IV,  manufacturers,  exporters  and  importers  keep  records, 
as  may  be  determined  by  each  Party,  showing  the  quantities  manu- 
factured, exported  and  imported. 

6.  The  Parties  shall  require  manufacturers  of  preparations  ex- 
empted under  paragraph  3  of  article  3  to  keep  records  as  to  the 
quantity  of  each  psychotropic  substance  used  in  the  manufacture  of 
an  exempt  preparation,  and  as  to  the  nature,  total  quantity  and 
initial  disposal  of  the  exempt  preparation  manufactured  therefrom. 

7.  The  Parties  shall  ensure  that  the  records  and  information  re- 
ferred to  in  this  article  which  are  required  for  purposes  of  reports 
under  article  16  shall  be  preserved  for  at  least  two  years. 
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Article  12 
Provisions  relating  to  international  trade 

1.  (a)  Every  Party  permitting  the  export  or  import  of  substances 
in  Schedule  I  or  II  shall  require  a  separate  import  or  export  au- 
thorization, on  a  form  to  be  established  by  the  Commission,  to  be 
obtained  for  each  such  export  or  import  whether  it  consists  of  one 
or  more  substances. 

(b)  Such  authorization  shall  state  the  international  non-proprie- 
tary name,  or,  lacking  such  a  name,  the  designation  of  the  sub- 
stance in  the  Schedule,  the  quantity  to  be  exported  or  imported, 
the  pharmaceutical  form,  the  name  and  address  of  the  exporter 
and  importer,  and  the  period  within  which  the  export  or  import 
must  be  effected.  If  the  substance  is  exported  or  imported  in  the 
form  of  a  preparation,  the  name  of  the  preparation,  if  any,  shall 
additionally  be  furnished.  The  export  authorization  shall  also  state 
the  number  and  date  of  the  import  authorization  and  the  authority 
by  whom  it  has  been  issued. 

(c)  Before  issuing  an  export  authorization  the  Parties  shall  re- 
quire an  import  authorization,  issued  by  the  competent  authority 
of  the  importing  country  or  region  and  certifying  that  the  importa- 
tion of  the  substance  or  substances  referred  to  therein  is  approved, 
and  such  an  authorization  shall  be  produced  by  the  person  or  es- 
tablishment applying  for  the  export  authorization. 

(d)  A  copy  of  the  export  authorization  shall  accompany  each  con- 
signment, and  the  Government  issuing  the  export  authorization 
shall  send  a  copy  to  the  Government  of  the  importing  country  or 
region. 

(e)  The  Government  of  the  importing  country  or  region,  when  the 
importation  has  been  effected,  shall  return  the  export  authoriza- 
tion with  an  endorsement  certifying  the  amount  actually  imported, 
to  the  Government  of  the  exporting  country  or  region. 

2.  (a)  The  Parties  shall  require  that  for  each  export  of  substances 
in  Schedule  III  exporters  shall  draw  up  a  declaration  in  triplicate, 
on  a  form  to  be  established  by  the  Commission,  containing  the  fol- 
lowing information: 

(i)  the  name  and  address  of  the  exporter  and  importer; 

(ii)  the  international  non-proprietary  name,  or,  failing  such  a 
name,  the  designation  of  the  substance  in  the  Schedule; 

(iii)  the  quantity  and  pharmaceutical  form  in  which  the  sub- 
stance is  exported,  and,  if  in  the  form  of  a  preparation,  the 
name  of  the  preparation,  if  any;  and 

(iv)  the  date  of  despatch. 

(b)  Exporters  shall  furnish  the  competent  authorities  of  their 
country  or  region  with  two  copies  of  the  declaration.  They  shall 
attach  the  third  copy  to  their  consignment. 

(c)  A  Party  from  whose  territory  a  substance  in  Schedule  III  has 
been  exported  shall,  as  soon  as  possible  but  not  later  than  ninety 
days  after  the  date  of  despatch,  send  to  the  competent  authorities 
of  the  importing  country  or  region,  by  registered  mail  with  return 
of  receipt  requested,  one  copy  of  the  declaration  received  from  the 
exporter. 
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(d)  The  Parties  may  require  that,  on  receipt  of  the  consignment, 
the  importer  shall  transmit  the  copy  accompanying  the  consign- 
ment, duly  endorsed  stating  the  quantities  received  and  the  date  of 
receipt,  to  the  competent  authorities  of  his  country  or  region. 

3.  In  respect  of  substances  in  Schedules  I  and  II  the  following  ad- 
ditional provisions  shall  apply: 

(a)  The  Parties  shall  exercise  in  free  ports  and  zones  the  same 
supervision  and  control  as  in  other  parts  of  their  territory,  provid- 
ed, however,  that  they  may  apply  more  drastic  measures. 

(b)  Exports  of  consignments  to  a  post  office  box,  or  to  a  bank  to 
the  account  of  a  person  other  than  the  person  named  in  the  export 
authorization,  shall  be  prohibited. 

(c)  Exports  to  bonded  warehouses  of  consignments  of  substances 
in  Schedule  I  are  prohibited.  Exports  of  consignments  of  substances 
in  Schedule  II  to  a  bonded  warehouse  are  prohibited  unless  the 
Government  of  the  importing  country  certifies  on  the  import  au- 
thorization, produced  by  the  person  or  establishment  applying  for 
the  export  authorization,  that  it  has  approved  the  importation  for 
the  purpose  of  being  placed  in  a  bonded  warehouse.  In  such  case 
the  export  authorization  shall  certify  that  the  consignment  is  ex- 
ported for  such  purpose.  Each  withdrawal  from  the  bonded  ware- 
house shall  require  a  permit  from  the  authorities  having  jurisdic- 
tion over  the  warehouse  and,  in  the  case  of  a  foreign  destination, 
shall  be  treated  as  if  it  were  a  new  export  within  the  meaning  of 
this  Convention. 

(d)  Consignments  entering  or  leaving  the  territory  of  a  Party  not 
accompanied  by  an  export  authorization  shall  be  detained  by  the 
competent  authorities. 

(e)  A  Party  shall  not  permit  any  substances  consigned  to  another 
country  to  pass  through  its  territory,  whether  or  not  the  consign- 
ment is  removed  from  the  conveyance  in  which  it  is  carried,  unless 
a  copy  of  the  export  authorization  for  consignment  is  produced  to 
the  competent  authorities  of  such  Party. 

(f)  The  competent  authorities  of  any  country  or  region  through 
which  a  consignment  of  substances  is  permitted  to  pass  shall  take 
all  due  measures  to  prevent  the  diversion  of  the  consignment  to  a 
destination  other  than  that  named  in  the  accompanying  copy  of  the 
export  authorization,  unless  the  Government  of  the  country  or 
region  through  which  the  consignment  is  passing  authorizes  the  di- 
version. The  Government  of  the  country  or  region  of  transit  shall 
treat  any  requested  diversion  as  if  the  diversion  were  an  export 
from  the  country  or  region  of  transit  to  the  country  or  region  of 
new  destination.  If  the  diversion  is  authorized,  the  provisions  of 
paragraph  1(e)  shall  also  apply  between  the  country  or  region  of 
transit  and  the  country  or  region  which  originally  exported  the 
consignment. 

(g)  No  consignment  of  substances,  while  in  transit  or  whilst  being 
stored  in  a  bonded  warehouse,  may  be  subjected  to  any  process 
which  would  change  the  nature  of  the  substance  in  question.  The 
packing  may  not  be  altered  without  the  permission  of  the  compe- 
tent authorities. 

(h)  The  provisions  of  sub-paragraphs  (e)  to  (g)  relating  to  the  pas- 
sage of  substances  through  the  territory  of  a  Party  do  not  apply 
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where  the  consignment  in  question  is  transported  by  aircraft  which 
does  not  land  in  the  country  or  region  of  transit.  If  the  aircraft 
lands  in  any  such  country  or  region,  those  provisions  shall  be  ap- 
plied so  far  as  circumstances  require. 

(i)  The  provisions  of  this  paragraph  are  without  prejudice  to  the 
provisions  of  any  international  agreements  which  limit  the  control 
which  may  be  exercised  by  any  of  the  Parties  over  such  substances 
in  transit. 

Article  13 

Prohibition  of  and  restrictions  on  export  and  import 

1.  A  Party  may  notify  all  the  other  Parties  through  the  Secre- 
tary-General that  it  prohibits  the  import  into  its  country  or  into 
one  of  its  regions  of  one  or  more  substances  in  Schedule  II,  III,  IV, 
specified  in  its  notification.  Any  such  notification  shall  specify  the 
name  of  the  substance  as  designated  in  Schedule  II,  III  or  IV. 

2.  If  a  Party  has  been  notified  of  a  prohibition  pursuant  to  para- 
graph 1,  it  shall  take  measures  to  ensure  that  none  of  the  sub- 
stances specified  in  the  notification  is  exported  to  the  country  or 
one  of  the  regions  of  the  notifying  Party. 

3.  Notwithstanding  the  provisions  of  the  preceding  paragraphs,  a 
Party  which  has  given  notification  pursuant  to  paragraph  1  may 
authorize  by  special  import  license  in  each  case  the  import  of  speci- 
fied quantities  of  the  substances  in  question  or  preparations  con- 
taining such  substances.  The  issuing  authority  of  the  importing 
country  shall  send  two  copies  of  the  special  import  license,  indicat- 
ing the  name  and  address  of  the  importer  and  the  exporter,  to  the 
competent  authority  of  the  exporting  country  or  region,  which  may 
then  authorize  the  exporter  to  make  the  shipment.  One  copy  of  the 
special  import  licence,  duly  endorsed  by  the  competent  authority  of 
the  exporting  country  or  region,  shall  accompany  the  shipment. 

Article  14 

Special  provisions  concerning  the  carriage  of  psychotropic  sub- 
stances in  first-aid  kits  of  ships,  aircraft  or  other  forms  of  public 
transport  engaged  in  international  traffic 

1.  The  international  carriage  by  ships,  aircraft  or  other  forms  of 
international  public  transport,  such  as  international  railway  trains 
and  motor  coaches,  of  such  limited  quantities  of  substances  in 
Schedule  II,  III  or  IV  as  may  be  needed  during  their  journey  or 
voyage  for  first-aid  purposes  or  emergency  cases  shall  not  be  con- 
sidered to  be  export,  import  or  passage  through  a  country  within 
the  meaning  of  this  Convention. 

2.  Appropriate  safeguards  shall  be  taken  by  the  country  of  regis- 
try to  prevent  the  improper  use  of  the  substances  referred  to  in 
paragraph  1  or  their  diversion  for  illicit  purposes.  The  Commission, 
in  consultation  with  the  appropriate  international  organizations, 
shall  recommend  such  safeguards. 

3.  Substances  carried  by  ships,  aircraft  or  other  forms  of  interna- 
tional public  transport,  such  as  international  railway  trains  and 
motor  coaches,  in  accordance  with  paragraph  1  shall  be  subject  to 
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the  laws,  regulations,  permits  and  licences  of  the  country  of  regis- 
try, without  prejudice  to  any  rights  of  the  competent  local  authori- 
ties to  carry  out  checks,  inspections  and  other  control  measures  on 
board  these  conveyances.  The  administration  of  such  substances  in 
the  case  of  emergency  shall  not  be  considered  a  violation  of  the  re- 
quirements of  paragraph  1  of  article  9. 

Article  15 

Inspection 

The  Parties  shall  maintain  a  system  of  inspection  of  manufactur- 
ers, exporters,  importers,  and  wholesale  and  retail  distributors  of 
psychotropic  substances  and  of  medical  and  scientific  institutions 
which  use  such  substances.  They  shall  provide  for  inspections, 
which  shall  be  made  as  frequently  as  they  consider  necessary,  of 
the  premises  and  of  stocks  and  records. 

Article  16 

Reports  to  be  furnished  by  the  Parties 

1.  The  Parties  shall  furnish  to  the  Secretary-General  such  infor- 
mation as  the  Commission  may  request  as  being  necessary  for  the 
performance  of  its  functions,  and  in  particular  an  annual  report  re- 
garding the  working  of  the  Convention  in  their  territories  includ- 
ing information  on: 

(a)  important  changes  in  their  laws  and  regulations  concern- 
ing psychotropic  substances;  and 

(b)  significant  developments  in  the  abuse  of  and  the  illicit 
traffic  in  psychotropic  substances  within  their  territories. 

2.  The  Parties  shall  also  notify  the  Secretary-General  of  the 
names  and  addresses  of  the  governmental  authorities  referred  to  in 
sub-paragraph  (f)  of  article  7,  in  article  12  and  in  paragraph  3  of 
article  13.  Such  information  shall  be  made  available  to  all  Parties 
by  the  Secretary-General. 

3.  The  Parties  shall  furnish,  as  soon  as  possible  after  the  event,  a 
report  to  the  Secretary-General  in  respect  of  any  case  of  illicit  traf- 
fic in  psychotropic  substances  or  seizure  from  such  illicit  traffic 
which  they  consider  important  because  of: 

(a)  new  trends  disclosed; 

(b)  the  quantities  involved; 

(c)  the  light  thrown  on  the  sources  from  which  the  sub- 
stances are  obtained;  or 

(d)  the  methods  employed  by  illicit  traffickers. 

Copies  of  the  report  shall  be  communicated  in  accordance 
with  sub-paragraph  (b)  of  article  21. 

4.  The  Parties  shall  furnish  to  the  Board  annual  statistical  re- 
ports in  accordance  with  forms  prepared  by  the  Board: 

(a)  in  regard  to  each  substance  in  Schedules  I  and  II,  on 
quantities  manufactured,  exported  to  and  imported  from  each 
country  or  region  as  well  as  on  stocks  held  by  manufacturers; 

(b)  in  regard  to  each  substance  in  Schedules  III  and  IV,  on 
quantities  manufactured,  as  well  as  on  total  quantities  export- 
ed and  imported; 
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(c)  in  regard  to  each  substance  in  Schedules  II  and  III,  on 
quantities  used  in  the  manufacture  of  exempt  preparations; 
and 

(d)  in  regard  to  each  substance  other  than  a  substance  in 
Schedule  I,  on  quantities  used  for  industrial  purposes  in  ac- 
cordance with  sub-paragraph  (b)  of  article  4. 

The  quantities  manufactured  which  are  referred  to  in  sub- 
paragraphs (a)  and  (b)  of  this  paragraph  do  not  include  the 
quantities  of  preparations  manufactured. 

5.  A  Party  shall  furnish  the  Board,  on  its  request,  with  supple- 
mentary statistical  information  relating  to  future  periods  on  the 
quantities  of  any  individual  substance  in  Schedules  III  and  IV  ex- 
ported to  and  imported  from  each  country  or  region.  That  Party 
may  request  that  the  Board  treat  as  confidential  both  its  request 
for  information  and  the  information  given  under  this  paragraph. 

6.  The  Parties  shall  furnish  the  information  referred  to  in  para- 
graphs 1  and  4  in  such  a  manner  and  by  such  dates  as  the  Commis- 
sion or  the  Board  may  request. 

Article  17 

Functions  of  the  Commission 

1.  The  Commission  may  consider  all  matters  pertaining  to  the 
aims  of  this  Convention  and  to  the  implementation  of  its  provi- 
sions, and  may  make  recommendations  relating  thereto. 

2.  The  decisions  of  the  Commission  provided  for  in  articles  2  and 
3  shall  be  taken  by  a  two-thirds  majority  of  the  members  of  the 
Commission. 

Article  18 
Reports  of  the  Board 

1.  The  Board  shall  prepare  annual  reports  on  its  work  containing 
an  analysis  of  the  statistical  information  at  its  disposal,  and,  in  ap- 
propriate cases,  an  account  of  the  explanations,  if  any,  given  by  or 
required  of  Governments,  together  with  any  observations  and  rec- 
ommendations which  the  Board  desires  to  make.  The  Board  may 
make  such  additional  reports  as  it  considers  necessary.  The  reports 
shall  be  submitted  to  the  Council  through  the  Commission,  which 
may  make  such  comments  as  it  sees  fit. 

2.  The  reports  of  the  Board  shall  be  communicated  to  the  Parties 
and  subsequently  published  by  the  Secretary-General.  The  Parties 
shall  permit  their  unrestricted  distribution. 

Article  19 

Measures  by  the  Board  to  ensure  the  execution  of  the  provisions  of 

the  Convention 

1.  (a)  If,  on  the  basis  of  its  examination  of  information  submitted 
by  governments  to  the  Board  or  of  information  communicated  by 
United  Nations  organs,  the  Board  has  reason  to  believe  that  the 
aims  of  this  Convention  are  being  seriously  endangered  by  reason 
of  the  failure  of  a  country  or  region  to  carry  out  the  provisions  of 
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this  Convention,  the  Board  shall  have  the  right  to  ask  for  explana- 
tions from  the  Government  of  the  country  or  region  in  question. 
Subject  to  the  right  of  the  Board  to  call  the  attention  of  the  Par- 
ties, the  Council  and  the  Commission  to  the  matter  referred  to  in 
sub-paragraph  (c)  below,  it  shall  treat  as  confidential  a  request  for 
information  or  an  explanation  by  a  government  under  this  sub- 
paragraph. 

(b)  After  taking  action  under  sub-paragraph  (a),  the  Board,  if  sat- 
isfied that  it  is  necessary  to  do  so,  may  call  upon  the  Government 
concerned  to  adopt  such  remedial  measures  as  shall  seem  under 
the  circumstances  to  be  necessary  for  the  execution  of  the  provi- 
sions of  this  Convention. 

(c)  If  the  Board  finds  that  the  Government  concerned  has  failed 
to  give  satisfactory  explanations  when  called  upon  to  do  so  under 
sub-paragraph  (a),  or  has  failed  to  adopt  any  remedial  measures 
which  it  has  been  called  upon  to  take  under  sub-paragraph  (b),  it 
may  call  the  attention  to  the  Parties,  the  Council  and  the  Commis- 
sion to  the  matter. 

2.  The  Board,  when  calling  the  attention  of  the  Parties,  the 
Council  and  the  Commission  to  a  matter  in  accordance  with  para- 
graph 1(c),  may,  if  it  is  satisfied  that  such  a  course  is  necessary, 
recommend  to  the  Parties  that  they  stop  the  export,  import,  or 
both,  of  particular  psychotropic  substances,  from  or  to  the  country 
or  region  concerned,  either  for  a  designated  period  or  until  the 
Board  shall  be  satisfied  as  to  the  situation  in  that  country  or 
region.  The  State  concerned  may  bring  the  matter  before  the  Coun- 
cil. 

3.  The  Board  shall  have  the  right  to  publish  a  report  on  any 
matter  dealt  with  under  the  provisions  of  this  article,  and  commu- 
nicate it  to  the  Council,  which  shall  forward  it  to  all  Parties.  If  the 
Board  publishes  in  this  report  a  decision  taken  under  this  article  or 
any  information  relating  thereto,  it  shall  also  publish  therein  the 
views  of  the  Government  concerned  if  the  latter  so  requests. 

4.  If  in  any  case  a  decision  of  the  Board  which  is  published  under 
this  article  is  not  unanimous,  the  views  of  the  minority  shall  be 
stated. 

5.  Any  State  shall  be  invited  to  be  represented  at  a  meeting  of 
the  Board  at  which  a  question  directly  interesting  it  is  considered 
under  this  article. 

6.  Decisions  of  the  Board  under  this  article  shall  be  taken  by  a 
two-thirds  majority  of  the  whole  number  of  the  Board. 

7.  The  provisions  of  the  above  paragraphs  shall  also  apply  if  the 
Board  has  reason  to  believe  that  the  aims  of  this  Convention  are 
being  seriously  endangered  as  a  result  of  decision  taken  by  a  Party 
under  paragraph  7  of  article  2. 

Article  20 

Measures  against  the  abuse  of  psychotropic  substances 

1.  The  Parties  shall  take  all  practicable  measures  for  the  preven- 
tion of  abuse  of  psychotropic  substances  and  for  the  early  identifi- 
cation, treatment,  education,  after-care,  rehabilitation  and  social 
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reintegration  of  the  persons  involved,  and  shall  co-ordinate  their  ef- 
forts to  these  ends. 

2.  The  Parties  shall  as  far  as  possible  promote  the  training  of 
personnel  in  the  treatment,  after-care,  rehabilitation  and  social 
reintegration  of  abuses  of  psychotropic  substances. 

3.  The  Parties  shall  assist  persons  whose  work  so  requires  to  gain 
an  understanding  of  the  problems  of  abuse  of  psychotropic  sub- 
stances and  of  its  prevention,  and  shall  also  promote  such  under- 
standing among  the  general  public  if  there  is  a  risk  that  abuse  of 
such  substances  will  become  widespread. 

Article  21 

Action  against  the  illicit  traffic 

Having  due  regard  to  their  constitutional,  legal  and  administra- 
tive systems,  the  Parties  shall: 

(a)  make  arrangements  at  the  national  level  for  the  co-ordi- 
nation of  preventive  and  repressive  action  against  the  illicit 
traffic;  to  this  end  they  may  usefully  designate  an  appropriate 
agency  responsible  for  such  co-ordination; 

(b)  assist  each  other  in  the  campaign  against  the  illicit  traffic 
in  psychotropic  substances,  and  in  particular  immediately 
transmit,  through  the  diplomatic  channel  or  the  competent  au- 
thorities designated  by  the  Parties  for  this  purpose,  to  the 
other  Parties  directly  concerned,  a  copy  of  any  report  ad- 
dressed to  the  Secretary-General  under  article  16  in  connex- 
tion  with  the  discovery  of  a  case  of  illicit  traffic  or  a  seizure; 

(c)  co-operate  closely  with  each  other  and  with  the  competent 
international  organizations  of  which  they  are  members  with  a 
view  to  maintaining  a  co-ordinated  campaign  against  the  illicit 
traffic; 

(d)  ensure  that  international  co-operation  between  the  appro- 
priate agencies  be  conducted  in  an  expeditious  manner;  and 

(e)  ensure  that,  where  legal  papers  are  transmitted  interna- 
tionally for  the  purpose  of  judicial  proceedings,  the  transmittal 
be  effected  in  an  expeditious  manner  to  the  bodies  designated 
by  the  Parties;  this  requirement  shall  be  without  prejudice  to 
the  right  of  a  Party  to  require  that  legal  papers  be  sent  to  it 
through  the  diplomatic  channel. 

Article  22 

Penal  provisions 

1.  (a)  Subject  to  its  constitutional  limitations,  each  Party  shall 
treat  as  a  punishable  offence,  when  committed  intentionally,  any 
action  contrary  to  a  law  or  regulation  adopted  in  pursuance  of  its 
obligations  under  this  Convention,  and  shall  ensure  that  serious  of- 
fences shall  be  liable  to  adequate  punishment,  particularly  by  im- 
prisonment or  other  penalty  of  deprivation  of  liberty. 

(b)  Notwithstanding  the  preceding  sub-paragraph,  when  abusers 
of  psychotropic  substances  have  committed  such  offences,  the  Par- 
ties may  provide,  either  as  an  alternative  to  conviction  or  punish- 
ment or  in  addition  to  punishment,  that  such  abusers  undergo 
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measures  of  treatment,  education,  after-care,  rehabilitation  and 
social  reintegration  in  conformity  with  paragraph  1  of  article  20. 

2.  Subject  to  the  constitutional  limitations  of  a  Party,  its  legal 
system  and  domestic  law. 

(a)  (i)  if  a  series  of  related  actions  constituting  offences  under 
paragraph  1  has  been  committed  in  different  countries,  each  of 
them  shall  be  treated  as  a  distinct  offence; 

(ii)  intentional  participation  in,  conspiracy  to  commit  and  at- 
tempts to  commit,  any  of  such  offences,  and  preparatory  acts 
and  financial  operations  in  connection  with  the  offences  re- 
ferred to  in  this  article,  shall  be  punishable  offences  as  provid- 
ed in  paragraph  1; 

(iii)  foreign  convictions  for  such  offences  shall  be  taken  into 
account  for  the  purpose  of  establishing  recidivism;  and 

(iv)  serious  offences  heretofore  referred  to  committed  either 
by  nationals  or  by  foreigners  shall  be  prosecuted  by  the  Party 
in  whose  territory  the  offence  was  committed,  or  by  the  Party 
in  whose  territory  the  offender  is  found  if  extradition  is  not  ac- 
ceptable in  conformity  with  the  law  of  the  Party  to  which  ap- 
plication is  made,  and  if  such  offender  has  not  already  been 
prosecuted  and  judgment  given. 

(b)  It  is  desirable  that  the  offences  referred  to  in  paragraph  1 
and  paragraph  2(a)(ii)  be  included  as  extradition  crimes  in  any 
extradition  treaty  which  has  been  or  may  hereafter  be  conclud- 
ed between  any  of  the  Parties,  and,  as  between  any  of  the  Par- 
ties which  do  not  make  extradition  conditional  on  the  exist- 
ence of  a  treaty  or  on  reciprocity,  be  recognized  as  extradition 
crimes;  provided  that  extradition  shall  be  granted  in  conformi- 
ty with  the  law  of  the  Party  to  which  application  is  made,  and 
that  the  Party  shall  have  the  right  to  refuse  to  effect  the 
arrest  or  grant  the  extradition  in  cases  where  the  competent 
authorities  consider  that  the  offence  is  not  sufficiently  serious. 

3.  Any  psychotropic  substance  or  other  substance,  as  well  as  any 
equipment,  used  in  or  intended  for  the  commission  of  any  of  the 
offences  referred  to  in  paragraphs  1  and  2  shall  be  liable  to  seizure 
and  confiscation. 

4.  The  provisions  of  this  article  shall  be  subject  to  the  provisions 
of  the  domestic  law  of  the  Party  concerned  on  questions  of  jurisdic- 
tion. 

5.  Nothing  contained  in  this  article  shall  affect  the  principle  that 
the  offences  to  which  it  refers  shall  be  defined,  prosecuted  and  pun- 
ished in  conformity  with  the  domestic  law  of  a  Party. 

Article  23 

Application  of  stricter  control  measures  than  those  required  by  this 

Convention 

A  Party  may  adopt  more  strict  or  severe  measures  of  control 
than  those  provided  by  this  Convention  if,  in  its  opinion,  such 
measures  are  desirable  or  necessary  for  the  protection  of  the  public 
health  and  welfare. 
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Article  24 

Expenses  of  international  organs  incurred  in  administering  the 
provisions  of  the  Convention 

The  expenses  of  the  Commission  and  the  Board  in  carrying  out 
their  respective  functions  under  this  Convention  shall  be  borne  by 
the  United  Nations  in  such  manner  as  shall  be  decided  by  the  Gen- 
eral Assembly.  The  Parties  which  are  not  Members  of  the  United 
Nations  shall  contribute  to  these  expenses  such  amounts  as  the 
General  Assembly  finds  equitable  and  assesses  from  time  to  time 
after  consultation  with  the  Governments  of  these  Parties. 

Article  25 

Procedure  for  admission,  signature,  ratification  and  accession 

1.  Members  of  the  United  Nations,  States  not  Members  of  the 
United  Nations  which  are  members  of  a  specialized  agency  of  the 
United  Nations  or  of  the  International  Atomic  Energy  Agency  or 
Parties  to  the  Statute  of  the  International  Court  of  Justice,  and 
any  other  State  invited  by  the  Council,  may  become  Parties  to  this 
Convention: 

(a)  by  signing  it;  or 

(b)  by  ratifying  it  after  signing  it  subject  to  ratification;  or 

(c)  by  acceding  to  it. 

2.  The  Convention  shall  be  open  for  signature  until  1  January 
1972  inclusive.  Thereafter  it  shall  be  open  for  accession. 

3.  Instruments  of  ratification  or  accession  shall  be  deposited  with 
the  Secretary-General. 

Article  26 
Entry  into  force 

1.  The  Convention  shall  come  into  force  on  the  ninetieth  day 
after  forty  of  the  States  referred  to  in  paragraph  1  of  article  25 
have  signed  it  without  reservation  of  ratification  or  have  deposited 
their  instruments  of  ratification  or  accession. 

2.  For  any  other  State  signing  without  reservation  of  ratification, 
or  depositing  an  instrument  of  ratification  or  accession  after  the 
last  signature  or  deposit  referred  to  in  the  preceding  paragraph, 
the  Convention  shall  enter  into  force  on  the  ninetieth  day  follow- 
ing the  date  of  its  signature  or  deposit  of  its  instrument  of  ratifica- 
tion or  accession. 

Article  27 
Territorial  application 

The  Convention  shall  apply  to  all  non-metropolitan  territories 
for  the  international  relations  of  which  any  Party  is  responsible 
except  where  the  previous  consent  of  such  a  territory  is  required 
by  the  Constitution  of  the  Party  or  of  the  territory  concerned,  or 
required  by  custom.  In  such  a  case  the  Party  shall  endeavour  to 
secure  the  needed  consent  of  the  territory  within  the  shortest 
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period  possible,  and  when  the  consent  is  obtained  the  Party  shall 
notify  the  Secretary-General.  The  Convention  shall  apply  to  the 
territory  or  territories  named  in  such  a  notification  from  the  date 
of  its  receipt  by  the  Secretary-General.  In  those  cases  where  the 
previous  consent  of  the  non-metropolitan  territory  is  not  required, 
the  Party  concerned  shall,  at  the  time  of  signature,  ratification  or 
accession,  declare  the  non-metropolitan  territory  or  territories  to 
which  this  Convention  applies. 

Article  28 

Regions  for  the  purposes  of  this  Convention 

1.  Any  Party  may  notify  the  Secretary-General  that,  for  the  pur- 
poses of  this  Convention,  its  territory  is  divided  into  two  or  more 
regions,  or  that  two  or  more  of  its  regions  are  consolidated  into  a 
single  region. 

2.  Two  or  more  Parties  may  notify  the  Secretary-General  that,  as 
the  result  of  the  establishment  of  a  customs  union  between  them, 
those  Parties  constitute  a  region  for  the  purposes  of  this  Conven- 
tion. 

3.  Any  notification  under  paragraph  1  or  2  shall  take  effect  on  1 
January  of  the  year  following  the  year  in  which  the  notification 
was  made. 

Article  29 
Denunciation 

1.  After  the  expiry  of  two  years  from  the  date  of  the  coming  into 
force  of  this  Convention  any  Party  may,  on  its  own  behalf  or  on 
behalf  of  a  territory  for  which  it  has  international  responsibility, 
and  which  has  withdrawn  its  consent  given  in  accordance  with  ar- 
ticle 27,  denounce  this  Convention  by  an  instrument  in  writing  de- 
posited with  the  Secretary-General. 

2.  The  denunciation,  if  received  by  the  Secretary-General  on  or 
before  the  first  day  of  July  of  any  year,  shall  take  effect  on  the 
first  day  of  January  of  the  succeeding  year,  and  if  received  after 
the  first  day  of  July  it  shall  take  effect  as  if  it  had  been  received  on 
or  before  the  first  day  of  July  in  the  succeeding  year. 

3.  The  Convention  shall  be  terminated  if,  as  a  result  of  denuncia- 
tions made  in  accordance  with  paragraphs  1  and  2,  the  conditions 
for  its  coming  into  force  as  laid  down  in  paragraph  1  of  article  26 
cease  to  exist. 

Article  30 
Amendments 

1.  Any  Party  may  propose  an  amendment  to  this  Convention. 
The  text  of  any  such  amendment  and  the  reasons  therefor  shall  be 
communicated  to  the  Secretary-General,  who  shall  communicate 
them  to  the  Parties  and  to  the  Council.  The  Council  may  decide 
either: 


PSYCHOTROPIC  SUBSTANCES 


452 


(a)  that  a  conference  shall  be  called  in  accordance  with  para- 
graph 4  of  Article  62  of  the  Charter  of  the  United  Nations  to 
consider  the  proposed  amendment;  or 

(b)  that  the  Parties  shall  be  asked  whether  they  accept  the 
proposed  amendment  and  also  asked  to  submit  to  the  Council 
any  comments  on  the  proposal. 

2.  If  a  proposed  amendment  circulated  under  paragraph  1(b)  has 
not  been  rejected  by  any  Party  within  eighteen  months  after  it  has 
been  circulated,  it  shall  thereupon  enter  into  force.  If  however  a 
proposed  amendment  is  rejected  by  any  Party,  the  Council  may 
decide,  in  the  light  of  comments  received  from  Parties,  whether  a 
conference  shall  be  called  to  consider  such  amendment. 

Article  31 

Disputes 

1.  If  there  should  arise  between  two  or  more  Parties,  a  dispute 
relating  to  the  interpretation  or  application  of  this  Convention,  the 
said  Parties  shall  consult  together  with  a  view  to  the  settlement  of 
the  dispute  by  negotiation,  investigation,  mediation,  conciliation, 
arbitration,  recourse  to  regional  bodies,  judicial  process  or  other 
peaceful  means  of  their  own  choice. 

2.  Any  such  dispute  which  cannot  be  settled  in  the  manner  pre- 
scribed shall  be  referred,  at  the  request  of  any  one  of  the  parties  to 
the  dispute,  to  the  International  Court  of  Justice  for  decision. 

Article  32 

Reservations 

1.  No  reservation  other  than  those  made  in  accordance  with 
paragraphs  2,  3  and  4  of  the  present  article  shall  be  permitted. 

2.  Any  State  may  at  the  time  of  signature,  ratification  or  acces- 
sion make  reservations  in  respect  of  the  following  provisions  of  the 
present  Convention: 

(a)  article  19,  paragraphs  1  and  2; 

(b)  article  27;  and 

(c)  article  31. 

3.  A  State  which  desires  to  become  a  Party  but  wishes  to  be  au- 
thorized to  make  reservations  other  than  those  made  in  accordance 
with  paragraphs  2  and  4  may  inform  the  Secretary-General  of  such 
intention.  Unless  by  the  end  of  twelve  months  after  the  date  of  the 
Secretary-General's  communication  of  the  reservation  concerned, 
this  reservation  has  been  objected  to  by  one  third  of  the  States  that 
have  signed  without  reservation  of  ratification,  ratified  or  acceded 
to  this  Convention  before  the  end  of  that  period,  it  shall  be  deemed 
to  be  permitted,  it  being  understood  however  that  States  which 
have  objected  to  the  reservation  need  not  assume  toward  the  re- 
serving State  any  legal  obligation  under  this  Convention  which  is 
affected  by  the  reservation. 

4.  A  State  on  whose  territory  there  are  plants  growing  wild 
which  contain  psychotropic  substances  from  among  those  in  Sched- 
ule I  and  which  are  traditionally  used  by  certain  small,  clearly  de- 
termined groups  in  magical  or  religious  rites,  may,  at  the  time  of 
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signature,  ratification  or  accession  make  reservations  concerning 
these  plants,  in  respect  to  the  provisions  of  article  7,  except  for  the 
provisions  relating  to  international  trade. 

5.  A  State  which  has  made  reservations  may  at  any  time  by  noti- 
fication in  writing  to  the  Secretary-General  withdraw  all  or  part  of 
its  reservations. 

Article  33 
Notifications 

The  Secretary-General  shall  notify  to  all  the  States  referred  to  in 
paragraph  1  of  article  25: 

(a)  signatures,  ratifications  and  accessions  in  accordance 
with  article  25; 

(b)  the  date  upon  which  this  Convention  enters  into  force  in 
accordance  with  article  26; 

(c)  denunciations  in  accordance  with  article  29;  and 

(d)  declarations  and  notifications  under  articles  27,  28,  30 
and  32. 

In  witness  whereof,  the  undersigned,  duly  authorized,  have 
signed  this  Convention  on  behalf  of  their  respective  Governments. 

Done  at  Vienna,  this  twenty-first  day  of  February  one  thousand 
nine  hundred  and  seventy-one,  in  a  single  copy  in  the  Chinese, 
English,  Russian  and  Spanish  languages,  each  being  equally  au- 
thentic. The  Convention  shall  be  deposited  with  the  Secretary-Gen- 
eral of  the  United  Nations,  who  shall  transmit  certified  true  copies 
thereof  to  all  the  Members  of  the  United  Nations  and  to  the  other 
States  referred  to  in  paragraph  1  of  article  25. 

LISTS  OF  SUBSTANCES  IN  THE  SCHEDULES 
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List  of  substances  in  schedule  I: 

1  DET   N,N-diethyltryptamine. 

2  DMHP   3-  ( 1 ,2-dimethylheptyl ) -l-hydroxy-7 ,8,9,10  tetrahydro- 

6,6,9-trimethyl-6H-dibenso  [b,9]  pyran. 

3  DMT   N,N-dimethyltryptamine. 

4.  (  +  )LYSERGIDE  LSD,  LSD-25   (  +  )-N,N-diethyllysergamide    (d-lysergic   acid  diethyl- 

amide). 

5  Mescaline   3,4,5-trimethoxyphenethylamine. 

6  Parahexyl   3-hexyl-l-hydroxy-7,8,9,10-tetrahydro-6,6,9-trimethyl-6H- 

dibenso[b,d]  pyran. 

7  Pallocine,  pallotain   3- ( 2-dimethylaminosthyl )  -4-hydroxy-indole. 

8.  PSILOCYBINE   3-(2-dimethylaminoethylindol-4-y)  dihydrogen  phosphate. 

9  STP,  DOM   2-amino-l-(2,5-dimethoxy-4-methyl)  phenyl-propane. 

10  Tetrahydrocannabinols,  all  l-hydroxy-3-pentyl-6a,7,10,10a-tetrahydro-6,6,9-trimethyl- 

isomers.  6-H-dibenso[b,d]  pyran. 

List  of  substances  in  schedule  II: 

1.  AMPHETAMINE   (±)-2-amino-l-phenylpropane. 

2.  DEXAMPHETAMINE   (  +  )-2-amino-l-phenylpropane. 

3.  METHAMPHETAMINE   (  +  )-2-methylamino-l-phenylpropane. 

4.  METHYLPHENIDATE   2-phenyl-2- ( 2-piperidy I ) acetic  acid,  methyl  ester. 

5.  PHENCYCLIDINE   l-(l-phenylcyclohexyl)  piperidine. 

6.  PHENMETRA2INE   3-methyl-2-phenylmorpholine. 

List  of  substances  in  schedule  III: 

1.  AMOBARBITAL   5-ethyl-5-  (3-methylbutyl)  barbituric  acid. 

2.  CYCLOBARBITAL   5- ( 1-cyclohexan-l-yl ) -5-ethylbarbituric  acid. 

3.  GLUTETHIMIDE   2-ethyl-2-methylamine-l-phenylpropane. 
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LISTS  OF  SUBSTANCES  IN  THE  SCHEDULES— Continued 
INN'  Other  nonproprietary  or  trivial  Chemical  name 


4.  PENTOBARBITAL  

5.  SECOBARBITAL  

List  of  substances  in  schedule  IV: 

1.  AMFEPRAMONE   2-(diethylamine)  propiophenone. 


5-ethyl-5-  ( 1  -methylbutyl )  barbituric  acid. 
5-allyl-5- ( 1-methylbutyl )  barbituric  acid. 


2.  BARBITAL  

3  

4.  ETHINAMATE  

5.  MEPROBAMATE  

6.  METHAQUALONE  

7.  METHYLPHENO-BARBITAL. 

8.  METHYPRYLON  

9.  PHENOBARBITAL  

10.  PIPRADROL  

11  


ethchlorvynol. 


SPA, 


5,5-diethylbarbituric  acid. 
ethyl-2-chlorovinylethinyl-carbionl. 
1  -ethy  ny  Icyclohexa  nolca  rbamate. 
2-methyl-2-propyl-l  ,3-propanediol  dicarbamate. 
2-methyl-3-a-tolyl-4  (3H ) -quinazolinone. 
5-ethyl-l-methyl-5-phenyl-barbituric  acid. 
3,3-diethyl-5-methyl-2,4-piperidine-dione. 
5-ethyl-5-phenylbarbituric  acid. 
1,1-diphenyl-l-l- (2-ptperidy!)  methanol. 
( -  )-l-dimethylamine-l,2-diphenylethane. 


'The  names  printed  in  capitals  in  the  left  hand  column  are  the  International  Nonproprietary  Names  (INN).  With  1  exception  ((  +  )-LYSERGIDE), 
other  nonproprietary  or  trivial  names  are  given  only  where  no  INN  has  yet  been  proposed. 


3.  CONVENTION  ON  PSYCHOTROPIC  SUBSTANCES: 
IMPLEMENTING  LAW  FINDINGS 


Section  101  of  Psychotropic  Substances  Act  of  1978 

[Public  Law  95-633] 

TITLE  I— ENABLING  PROVISIONS  FOR  THE  CONVENTION 
ON  PSYCHOTROPIC  SUBSTANCES 

Sec.  101.  The  Congress  makes  the  following  findings  and  declara- 
tions: 

(1)  The  Congress  has  long  recognized  the  danger  involved  in  the 
manufacture,  distribution,  and  use  of  certain  psychotropic  sub- 
stances for  nonscientific  and  nonmedical  purposes,  and  has  provid- 
ed strong  and  effective  legislation  to  control  illicit  trafficking  and 
to  regulate  legitimate  uses  of  psychotropic  substances  in  this  coun- 
try. Abuse  of  psychotropic  substances  has  become  a  phenomenon 
common  to  many  countries,  however,  and  is  not  confined  to  nation- 
al borders.  It  is,  therefore,  essential  that  the  United  States  cooper- 
ate with  other  nations  in  establishing  effective  controls  over  inter- 
national traffic  in  such  substances. 

(2)  The  United  States  has  joined  with  other  countries  in  execut- 
ing an  international  treaty,  entitled  the  Convention  on  Psychotrop- 
ic Substances  and  signed  in  Vienna,  Austria,  on  February  21,  1971, 
which  is  designed  to  establish  suitable  controls  over  the  manufac- 
ture, distribution,  transfer,  and  use  of  certain  psychotropic  sub- 
stances. The  Convention  is  not  self-executing,  and  the  obligations  of 
the  United  States  thereunder  may  only  be  performed  pursuant  to 
appropriate  legislation.  It  is  the  intent  of  the  Congress  that  the 
amendments  made  by  this  Act,  together  with  existing  law,  will 
enable  the  United  States  to  meet  all  of  its  obligations  under  the 
Convention  and  that  no  further  legislation  will  be  necessary  for 
that  purpose. 

(3)  In  implementing  the  Convention  on  Psychotropic  Substances, 
the  Congress  intends  that,  consistent  with  the  obligations  of  the 
United  States  under  the  Convention,  control  of  psychotropic  sub- 
stances in  the  United  States  should  be  accomplished  within  the 
framework  of  the  procedures  and  criteria  for  classification  of  sub- 
stances provided  in  the  Comprehensive  Drug  Abuse  Prevention  and 
Control  Act  of  1970.  This  will  insure  that  (A)  the  availability  of 
psychotropic  substances  to  manufacturers,  distributors,  dispensers, 
and  researchers  for  useful  and  legitimate  medical  and  scientific 
purposes  will  not  be  unduly  restricted;  (B)  nothing  in  the  Conven- 
tion will  interfere  with  bona  fide  research  activities;  and  (C)  noth- 
ing in  the  Convention  will  interfere  with  ethical  medical  practice 
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in  this  country  as  determined  by  the  Secretary  of  Health,  Educa- 
tion, and  Welfare  on  the  basis  of  a  consensus  of  the  views  of  the 
American  medical  and  scientific  community. 


4.  DRUG  ENFORCEMENT  ADMINISTRATION 


Reorganization  Plan  No.  2  of  1973 

Prepared  by  the  President  and  transmitted  to  the  Senate  and  the 
House  of  Representatives  in  Congress  assembled,  March  28,  1973, 
pursuant  to  the  provisions  of  Chapter  9  of  Title  5  of  the  United 
States  Code. 1 

Law  Enforcement  in  Illicit  Drug  Activities 

Section  1.  Transfers  to  the  Attorney  General.  There  are  hereby 
transferred  from  the  Secretary  of  the  Treasury,  the  Department  of 
the  Treasury,  and  any  other  officer  or  any  agency  of  the  Depart- 
ment of  the  Treasury,  to  the  Attorney  General  all  intelligence,  in- 
vestigative, and  law  enforcement  functions,  vested  by  law  in  the 
Secretary,  the  Department,  officers,  or  agencies  which  relate  to  the 
suppression  of  illicit  traffic  in  narcotics,  dangerous  drugs,  or  mari- 
huana, except  that  the  Secretary  shall  retain,  and  continue  to  per- 
form, those  functions,  to  the  extent  that  they  relate  to  searches 
and  seizures  of  illicit  narcotics,  dangerous  drugs,  or  marihuana  or 
to  the  apprehension  or  detention  of  persons  in  connection  there- 
with, at  regular  inspection  locations  at  ports  of  entry  or  anywhere 
along  the  land  or  water  borders  of  the  United  States:  Provided, 
that  any  illicit  narcotics,  dangerous  drugs,  marihuana,  or  related 
evidence  seized,  and  any  person  apprehended  or  detained  by  the 
Secretary  or  any  officer  of  the  Department  of  the  Treasury,  pursu- 
ant to  the  authority  retained  in  them  by  virtue  of  this  section, 
shall  be  turned  over  forthwith  to  the  jurisdiction  of  the  Attorney 
General:  Provided  further,  that  nothing  in  this  section  shall  be  con- 
strued as  limiting  in  any  way  any  authority  vested  by  law  in  the 
Secretary  of  the  Treasury,  the  Department  of  the  Treasury,  or  any 
other  officer  or  any  agency  of  that  Department  on  the  effective 
date  of  this  Plan  with  respect  to  contraband  other  than  illicit  nar- 
cotics, dangerous  drugs,  and  marihuana:  and  Provided  further,  that 
nothing  in  this  section  shall  be  construed  as  limiting  in  any  way 
any  authority  the  Attorney  General,  the  Department  of  Justice,  or 
any  other  officer  or  any  agency  of  that  Department  may  otherwise 
have  to  make  investigations  or  engage  in  law  enforcement  activi- 
ties, including  activities  relating  to  the  suppression  of  illicit  traffic 
in  narcotics,  dangerous  drugs,  and  marihuana,  at  ports  of  entry  or 
along  the  land  and  water  borders  of  the  United  States. 

Sec.  2.  Transfers  to  the  Secretary  of  the  Treasury.  There  are 
hereby  transferred  to  the  Secretary  of  the  Treasury  all  functions 
vested  by  law  in  the  Attorney  General,  the  Department  of  Justice, 
or  any  other  officer  or  any  agency  of  that  Department,  with  respect 


1  Effective  July  1,  1973,  under  the  provisions  of  section  10  of  the  plan. 
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to  the  inspection  at  regular  inspection  locations  at  ports  of  entry  of 
persons,  and  documents  of  persons,  entering  or  leaving  the  United 
States:  Provided,  that  any  person  apprehended  or  detained  by  the 
Secretary  or  his  designee  pursuant  to  this  section  shall  be  turned 
over  forthwith  to  the  jurisdiction  of  the  Attorney  General:  and, 
Provided  further,  that  nothing  in  this  section  shall  be  construed  as 
limiting,  in  any  way,  any  other  authority  that  the  Attorney  Gener- 
al may  have  with  respect  to  the  enforcement,  at  ports  of  entry  or 
elsewhere,  of  laws  relating  to  persons  entering  or  leaving  the 
United  States. 

Sec.  3.  Abolition.  The  Bureau  of  Narcotics  and  Dangerous  Drugs, 
including  the  Office  of  Director  thereof,  is  hereby  abolished,  and 
section  3(a)  of  Reorganization  Plan  No.  1  of  1968  is  hereby  re- 
pealed. The  Attorney  General  shall  make  such  provision  as  he  may 
deem  necessary  with  respect  to  terminating  those  affairs  of  the 
Bureau  of  Narcotics  and  Dangerous  Drugs  not  otherwise  provided 
for  in  this  Reorganization  Plan. 

Sec.  4.  Drug  Enforcement  Administration.  There  is  established  in 
the  Department  of  Justice  an  agency  which  shall  be  known  as  the 
Drug  Enforcement  Administration,  hereinafter  referred  to  as  "the 
Administration . ' ' 

Sec.  5.  Officers  of  the  Administration,  (a)  There  shall  be  at  the 
head  of  the  Administration  the  Administrator  of  Drug  Enforce- 
ment, hereinafter  referred  to  as  "the  Administrator."  The  Adminis- 
trator shall  be  appointed  by  the  President  by  and  with  the  advice 
and  consent  of  the  Senate,  and  shall  receive  compensation  at  the 
rate  now  or  hereafter  prescribed  by  law  for  positions  of  level  III  of 
the  Executive  Schedule  Pay  Rates  (5  U.S.C.  5314).  He  shall  perform 
such  functions  as  the  Attorney  General  shall  from  time  to  time 
direct. 

(b)  There  shall  be  in  the  Administration  a  Deputy  Administrator 
of  the  Drug  Enforcement  Administration,  hereinafter  referred  to  as 
"the  Deputy  Administrator,"  who  shall  be  appointed  by  the  Presi- 
dent by  and  with  the  advice  and  consent  of  the  Senate,  shall  per- 
form such  functions  as  the  Attorney  General  may  from  time  to 
time  direct,  and  shall  receive  compensation  at  the  rate  now  or 
hereafter  prescribed  by  law  for  positions  of  level  V  of  the  Executive 
Schedule  Pay  Rates  (5  U.S.C.  5316). 

(c)  The  Deputy  Administrator  or  such  other  official  of  the  De- 
partment of  Justice  as  the  Attorney  General  shall  from  time  to 
time  designate  shall  act  as  Administrator  during  the  absence  or 
disability  of  the  Administrator  or  in  the  event  of  a  vacancy  in  the 
office  of  Administrator. 

Sec.  6.  Performance  of  transferred  functions,  (a)  The  Attorney 
General  may  from  time  to  time  make  such  provisions  as  he  shall 
deem  appropriate  authorizing  the  performance  of  any  of  the  func- 
tions transferred  to  him  by  the  provisions  of  this  Reorganization 
Plan  by  any  officer,  employee,  or  agency  of  the  Department  of  Jus- 
tice. 

(b)  The  Secretary  of  the  Treasury  may  from  time  to  time  make 
such  provisions  as  he  shall  deem  appropriate  authorizing  the  per- 
formance of  any  of  the  functions  transferred  to  him  by  the  provi- 
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sions  of  this  Reorganization  Plan  by  any  officer,  employee,  or 
agency  of  the  Department  of  the  Treasury. 

Sec.  7.  Coordination.  The  Attorney  General,  acting  through  the 
Administrator  and  such  other  officials  of  the  Department  of  Justice 
as  he  may  designate,  shall  provide  for  the  coordination  of  all  drug 
law  enforcement  functions  vested  in  the  Attorney  General  so  as  to 
assure  maximum  cooperation  between  and  among  the  Administra- 
tion, the  Federal  Bureau  of  Investigation,  and  other  units  of  the 
Department  involved  in  the  performance  of  these  and  related  func- 
tions. 

Sec.  8.  Incidental  transfers,  (a)  So  much  of  the  personnel,  proper- 
ty, records,  and  unexpended  balances  of  appropriations,  allocations, 
and  other  funds  employed,  used,  held,  available  or  to  be  made 
available  in  connection  with  the  functions  transferred  to  the  Attor- 
ney General  and  to  the  Secretary  of  the  Treasury  by  this  Reorgani- 
zation Plan  as  the  Director  of  the  Office  of  Management  and 
Budget  shall  determine  shall  be  transferred  to  the  Department  of 
Justice  and  to  the  Department  of  the  Treasury,  respectively,  at 
such  time  or  times  as  the  Director  shall  direct. 

(b)  Such  further  measures  and  dispositions  as  the  Director  of  the 
Office  of  Management  and  Budget  shall  deem  to  be  necessary  in 
order  to  effectuate  transfers  referred  to  in  subsection  (a)  of  this  sec- 
tion shall  be  carried  out  in  such  manner  as  he  shall  direct  and  by 
such  Federal  agencies  as  he  shall  designate. 

Sec.  9.  Interim  Officers,  (a)  The  President  may  authorize  any 
person  who,  immediately  prior  to  the  effective  date  of  this  Reorga- 
nization Plan,  held  a  position  in  the  Executive  Branch  of  the  Gov- 
ernment to  act  as  Administrator  until  the  office  of  Administrator 
is  for  the  first  time  filled  pursuant  to  the  provisions  of  this  Reorga- 
nization Plan  or  by  recess  appointment  as  the  case  may  be. 

(b)  The  President  may  similarly  authorize  any  such  person  to  act 
as  Deputy  Administrator. 

(c)  The  President  may  authorize  any  person  who  serves  in  an 
acting  capacity  under  the  foregoing  provisions  of  this  section  to  re- 
ceive the  compensation  attached  to  the  office  in  respect  to  which 
he  so  serves.  Such  compensation,  if  authorized,  shall  be  in  lieu  of, 
but  not  in  addition  to,  other  compensation  from  the  United  States 
to  which  such  person  may  be  entitled. 

Sec.  10.  Effective  date.  The  provisions  of  this  Reorganization 
Plan  shall  take  effect  as  provided  by  section  906  (a)  of  title  5  of  the 
United  States  Code  or  on  July  1,  1973,  whichever  is  later. 

[FR  Doc.  73-12317  Filed  6-18-73;  8:45  am] 

Legislative  History  of  Reorganization  Plan  No.  2  of  1973 

Weekly  Compilation  of  Presidential  Documents,  Vol.  9,  No.  13: 

March  28,  Presidential  message  transmitting  plan  to  Congress. 
House  Report  No.  93-228  accompanying  H.  Res.  382  (Comm.  on  Government  Oper- 
ations). 

Congressional  Record,  Vol.  119  (1973): 

June  7,  considered  and  approved  by  House. 
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I.  THE  FOOD  AND  DRUGS  ACT  OF  1906  (THE  WILEY  OR  HEYBURN  ACT) 

The  first  Federal  food  and  drug  law,  the  Food  and  Drugs  Act  of 
1906,  was  signed  into  law  by  President  Theodore  Roosevelt  on  June 
30,  1906. 1  The  law  banned  from  interstate  commerce  any  traffic  in 
adulterated  or  misbranded  food  or  drugs.  The  statute  also  made  it 
unlawful  to  manufacture  adulterated  or  misbranded  foods  or  drugs 
within  any  Territory  of  the  United  States  and  the  District  of  Co- 
lumbia. 

The  Act  defined  "drug"  to  include  all  medicines  and  prepara- 
tions recognized  in  the  United  States  Pharmacopoeia  or  National 
Formulary  for  internal  or  external  use,  and  any  substance  or  mix- 
ture of  substances  intended  to  be  used  for  the  cure,  mitigation,  or 
prevention,  of  disease  in  either  man  or  other  animals.  The  term 
"food"  included  all  articles  used  for  food,  drink,  confectionery,  or 
condiment  by  man  or  other  animals,  whether  simple,  mixed,  or 
compounded. 

Definitions  for  adulteration  and  misbranding  were  set  forth  in 
the  Act  for  both  foods  and  drugs: 

Adulteration 

Drugs  were  to  be  deemed  adulterated  if  they  were  sold  under  or 
by  a  name  recognized  in  the  official  compendia,  but  failed  to  meet 
the  standards  set  forth  therein.  An  exception  was  provided — that  a 
drug  using  a  recognized  name  not  meeting  the  official  standard 
would  not  be  deemed  adulterated  if  it  met  its  own  standard  of 
strength,  quality,  and  purity  plainly  stated  on  the  bottle,  box,  or 
other  container.  Any  drug  which  failed  to  meet  the  professed 
standard  under  which  it  was  sold  would,  however,  be  deemed  adul- 
terated. 

Confectionery  was  to  be  deemed  adulterated  if  it  contained  any 
ingredient  deleterious  or  detrimental  to  health  or  any  poisonous 
color  or  flavor.  It  was  also  deemed  unlawful  for  confectionery  to 
contain  any  vinous,  malt,  or  spirituous  liquor  or  compound  or  nar- 
cotic drug. 

The  Act  set  forth  several  conditions  under  which  food  would  be 
deemed  to  be  adulterated,  including:  (1)  if  any  substance  was  mixed 
and  packed  with  it  so  as  to  reduce  or  lower  or  injuriously  affect  its 
quality  or  strength;  (2)  if  any  substance  was  substituted  wholly  or 
in  part  for  the  article;  (3)  if  any  valuable  constituent  of  the  article 
was  wholly  or  in  part  abstracted;  (4)  if  the  food  was  colored,  pow- 
dered, coated,  or  stained  in  such  a  manner  as  to  conceal  damage  or 
inferiority;  (5)  if  it  contained  any  added  poisonous  or  other  added 


1  34  Stat.  768,  59th  Cong.,  1st  sess.;  June  30,  1906. 
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deleterious  ingredient  which  might  render  it  injurious  to  health;  (6) 
if  it  consisted  in  whole  or  in  part  of  a  filthy,  decomposed,  or  putrid 
animal  or  vegetable  substance,  or  any  portion  of  an  animal  unfit 
for  food,  or  if  the  food  was  the  product  of  a  diseased  animal,  or  one 
that  had  died  otherwise  than  by  slaughter. 

Misbranding 

A  drug  was  deemed  "misbranded"  where  the  label  bore  any 
statement,  design,  or  device  regarding  the  contents  which  was  false 
or  misleading,  or  where  the  drug  was  falsely  branded  as  to  the 
State,  Territory,  or  country  in  which  it  was  manufactured.  Drugs 
would  be  misbranded  if  they  were  an  imitation  of,  or  offered  for 
sale  under  the  name  of  another  article  (false  name)  or  where  the 
original  contents  had  been  removed  in  whole,  or  in  part,  and  other 
contents  added  (false  contents).  Drugs  would  also  be  misbranded,  if 
their  labels  failed  to  indicate  any  quantities  of  alcohol,  narcotics, 
and  certain  other  specified  substances,  which  might  be  present  in 
the  product. 

Food  was  to  be  considered  misbranded  if  it  was  an  imitation  of  or 
offered  for  sale  under  the  name  of  another  article.  Labeling  or 
branding  so  as  to  deceive  or  mislead  the  purchaser;  purporting  to 
be  a  foreign  product  when  not  so;  partial  or  total  replacement  of 
the  contents  of  the  package  as  originally  put  up;  or  failure  to  state 
certain  ingredients  (narcotics,  etc.)  on  the  label  also  constituted 
mislabeling.  If  the  food  were  in  package  form  and  the  contents 
were  stated  in  terms  of  weight  or  measure,  they  had  to  be  plainly 
and  correctly  stated  on  the  outside  of  the  package.  Any  packaging 
or  labeling  bearing  a  statement,  design,  or  device  which  was  mis- 
leading in  any  particular  rendered  a  food  misbranded. 

The  Secretary  of  the  Treasury,  the  Secretary  of  Agriculture,  and 
the  Secretary  of  Commerce  and  Labor  were  to  promulgate  rules 
and  regulations  for  carrying  out  the  provisions  of  the  Act,  includ- 
ing the  collection  and  examination  of  foods  and  drugs.  The  Bureau 
of  Chemistry  of  the  Department  of  Agriculture  was  to  examine 
specimens  of  food  and  drugs  for  adulteration  or  misbranding.  Any 
product  which  was  adulterated  or  misbranded  within  the  meaning 
of  the  Act  was  subject  to  seizure  and  libel  for  condemnation. 

II.  THE  SHERLEY  AMENDMENT  OF  1912 

Limitations  in  the  scope  of  public  protection  provided  by  the  1906 
Act  soon  became  readily  apparent.  In  1911,  the  Supreme  Court 
ruled  that  the  drug  labeling  provisions  prohibited  only  false  state- 
ments about  the  identity  of  the  drug  product  but  not  false  thera- 
peutic claims.  A  dissenting  opinion  said  this  would  open  the  way 
for  the  sale  of  false  cures  for  all  manner  of  diseases. 

President  Taft  at  once  called  on  Congress  to  eliminate  the  defi- 
ciency in  the  1906  Act  saying: 

There  are  none  so  credulous  as  sufferers  from  disease. 
The  need  is  urgent  for  legislation  which  will  prevent  the 
raising  of  hopes  of  speedy  cures  of  serious  ailments  by  mis- 
statement of  facts  as  to  worthless  mixtures  on  which  the 
sick  will  rely  while  their  disease  progresses  unchecked. 
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Congress  responded  by  passing  the  "Sherley  Amendment"  which 
prohibited  false  and  fraudulent  curative  or  therapeutic  claims  on  a 
label.2  But  this  action  created  a  new  weakness  in  the  law  since  it 
required  proof  that  therapeutic  claims  were  both  false  and  fraudu- 
lent, a  matter  extremely  difficult  to  prove,  since  fraud  involves 
proving  an  intent  to  deceive. 

III.  THE  FEDERAL  FOOD,  DRUG,  AND  COSMETIC  ACT  OF  1938  (THE 
COPELAND  ACT) 

The  provisions  of  the  1906  Act  were  seriously  inadequate  in 
other  areas  of  food  and  drug  regulation.  The  conditions  of  the  De- 
pression and  the  occurrence  of  epidemics  aggravated  the  situation 
and  made  the  absence  of  proper  safeguards  even  more  apparent. 
False  therapeutic  claims  were  presented  to  the  public  via  newspa- 
pers and  radio.  Inflated  advertising  and  product  cheapening  were 
widespread,  particularly  in  regard  to  cosmetics  which  were  not 
mentioned  in  the  1906  Act. 

In  1933,  the  Administration  began  drafting  new  legislation  in  an 
attempt  to  tighten  the  Federal  regulation  of  food,  drugs,  and  cos- 
metics. Such  a  move  was  prompted  by  a  discussion  between  the 
Chief  of  the  Food  and  Drug  Administration,  Walter  Campbell,  and 
Assistant  Secretary  of  Agriculture,  Rexford  Tugwell,  regarding  the 
failure  of  the  existing  law  to  adequately  protect  the  consumer. 

When  the  FDA  presented  its  proposed  bill,  strong  opposition  to  it 
was  expressed  by  business  interests.  Perhaps  the  proposed  legisla- 
tion's greatest  handicap  to  acceptance  by  industry,  and,  to  some 
degree,  the  Congress  was  the  reputation  of  its  sponsor,  Rexford 
Tugwell.  The  Columbia  University  economics  professor,  who  frank- 
ly admitted  believing  in  a  planned  economy,  was  greatly  feared  in 
business  circles. 

During  Senate  consideration,  the  FDA's  bill  was  somewhat  modi- 
fied by  its  Congressional  sponsor,  Royal  S.  Copeland.  However,  the 
proprietary  lobbyists  were  still  greatly  opposed  to  the  bill  and  were 
persistent  in  their  attempts  to:  one,  substitute  the  Federal  Trade 
Commission  for  the  Food  and  Drug  Administration  as  the  agency 
which  would  control  food,  drug,  and  cosmetic  advertising;  and  two, 
reduce  the  multiple  seizure  authority  given  the  FDA. 

The  attempt  to  weaken  the  multiple  seizure  provision  was  defeat- 
ed. However,  the  FDA  lost  the  battle  to  gain  control  over  advertis- 
ing; the  regulation  of  advertising  would  be  subject  to  the  more  le- 
nient procedures  of  the  FTC. 

The  chances  of  a  food  and  drug  bill  passing  the  House  were 
almost  nonexistent  until  the  1938  Wheeler-Lea  Act  strengthened 
the  FTC's  authority  in  regard  to  food  and  drugs.  The  passage  of 
this  Act  in  conjunction  with  a  drug  disaster  which  resulted  in  over 
one  hundred  deaths,  paved  the  way  for  enactment  of  legislation. 
The  drug  involved  in  the  disaster  was  *  'Elixir  of  Sulfanilamide", 
sulfanilamide  dissolved  in  diethylene  glycol,  a  deadly  poison.  The 
chemist  tested  the  solvent  for  flavor,  appearance,  and  fragrance, 
but,  unfortunately,  not  for  safety. 


2  37  Stat.  416,  62d  Cong.,  2d  sess.;  Aug.  23,  1912. 


LEGISLATIVE  HISTORY— FFDCA 


466 


Shortly  after  the  sulfanilamide  disaster,  Congress  adopted  por- 
tions of  the  Copeland  bill.  The  1938  Food,  Drug,  and  Cosmetic  Act 
substantially  revised  the  authority  of  the  Federal  Government  to 
protect  the  public  against  adulterated  and  misbranded  food  and 
drug  products.3  In  addition,  cosmetics,  which  prior  to  this  time 
were  unregulated,  were  placed  under  Federal  supervision. 

The  major  provisions  of  the  1938  Act  are  outlined  below: 

DRUGS  AND  DEVICES 

Brought  under  FDA  control  devices  intended:  (1)  for  use  in 
the  diagnosis,  cure,  mitigation,  treatment,  or  prevention  of  dis- 
ease in  man  or  other  animals,  and  (2)  to  affect  the  structure  or 
any  function  of  the  body  of  man  or  other  animals. 

Prohibited  traffic  in  new  drugs  unless  they  had  been  ade- 
quately tested  to  show  that  they  were  safe  for  use  under  the 
conditions  of  use  prescribed  on  their  labels.  Exemptions  to 
these  requirements  were  provided  for  drugs  intended  solely  for 
investigational  use  by  qualified  scientific  experts. 

Required  the  labels  of  official  drugs — those  recognized  in  offi- 
cial compendia — to  reveal  any  differences  of  strength,  purity, 
or  quality  from  the  official  standard  (the  1906  Act  merely  re- 
quired that  the  label  bear  a  true  statement  of  the  purity,  qual- 
ity, and  strength  of  the  product). 

Required  drugs  intended  for  use  in  man  to  bear  labels  warn- 
ing against  habit  formation,  as  in  the  case  of  narcotic  or  hyp- 
notic drugs. 

Required  labeling  of  drugs  and  devices  to  bear  adequate  di- 
rections for  use  and  authorized  exemptions  only  where  protec- 
tion of  the  public  health  was  not  involved. 

Required  labels  to  bear  warnings  against  unsafe  use,  where 
drugs  or  devices  might  be  dangerous  to  health. 

Required  special  precautionary  labeling  of  drugs  subject  to 
deterioration. 

Required  official  drugs  to  be  packaged  and  labeled  as  pre- 
scribed by  the  official  compendia. 

Declared  non-official  drugs  illegal  if  their  standard  of 
strength  differed  from  the  standard  claimed. 

Required  the  labels  of  non-official  drugs  to  list  the  names  of 
the  active  ingredients  and  to  show  the  quantity  or  proportion 
of  certain  specified  substances. 

FOODS 

Provided  for  the  promulgation  of  a  reasonable  definition  and 
standard  of  identity,  a  reasonable  standard  of  quality,  and/or 
reasonable  standards  of  fill  of  a  container.  With  certain  excep- 
tions, no  definition  and  standard  of  identity  and  no  standard  of 
quality  could  be  established  for  fresh  or  dried  fruits,  fresh  or 
dried  vegetables,  or  butter. 


3  52  Stat.  1040,  75th  Cong.,  3d  sess.;  June  25,  1938. 
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Prohibited  traffic  in  food  which  was  injurious  to  health.  (The 
1906  Act  permitted  regulation  of  injurious  food  only  in  the 
event  poison  was  added.) 

Prohibited  the  addition  of  poisons  to  food.  In  the  event  the 
addition  of  a  poisonous  or  deleterious  substance  was  required 
in  production  or  could  not  be  avoided,  the  Secretary  was  re- 
quired to  promulgate  regulations  limiting  the  quantity  of  such 
substance  in  the  food. 

Prohibited  the  addition  of  any  alcohol  or  nonnutritive  article 
(with  certain  exceptions)  to  confectionery. 

Required  the  label  of  nonstandardized  food  to  bear:  (1)  the 
common  or  usual  name  of  the  food,  and  (2)  in  case  it  was  fabri- 
cated from  two  or  more  ingredients,  the  common  or  usual 
name  of  each  ingredient.  Spices,  flavorings  and  colorings  could 
be  so  designated  without  naming  each. 

Required  the  labels  of  food  which  purported  to  be  or  was  rep- 
resented to  be  for  special  dietary  use  to  bear  such  information 
concerning  its  vitamin,  mineral  and  other  dietary  properties  as 
the  Secretary  determined  necessary  to  inform  purchasers  as  to 
its  value  for  such  uses. 

Required  any  food  containing  any  artificial  flavoring,  artifi- 
cial coloring,  or  chemical  preservative  to  bear  a  label  stating 
that  fact. 

Authorized  emergency  license  control  of  food  that  might  be 
dangerous  by  reason  of  contamination  with  micro-organisms. 
Such  licensing  was  limited  to  operations  in  which  the  public 
health  could  not  be  otherwise  protected. 

COSMETICS 

Prohibited  traffic  in  cosmetics  which  contained  any  poison- 
ous substance  which  might  render  them  injurious  to  users 
under  the  conditions  of  use  prescribed  in  the  labeling  or  under 
such  conditions  of  use  as  were  customary  or  usual. 

Required  coal-tar  hair  dye  to  bear  a  warning  label  regarding 
use  and  preliminary  testing. 

Exempted  from  labeling  requirements  those  cosmetics  which 
were  to  be  processed,  labeled  or  repacked  in  substantial  quanti- 
ties at  establishments  other  than  those  where  originally  proc- 
essed or  packed. 

GENERAL 

Deemed  illegal  any  food,  drug,  or  cosmetic  whose  labeling 
was  false  or  misleading  in  any  particular. 

Required  any  food,  drug,  or  cosmetic  in  packaged  form  to 
bear:  (1)  the  name  and  place  of  business  of  the  manufacturer, 
packer,  or  distributor,  and  (2)  an  accurate  statement  of  the 
quantity  of  the  contents  in  terms  of  weight,  measure,  or  nu- 
merical count. 

Prohibited  traffic  in  food,  drugs,  or  cosmetics  which  might 
have  been  prepared  or  handled  under  unsanitary  conditions. 

Deemed  illegal  any  food,  drug,  or  cosmetic  whose  container 
was  made,  formed,  or  filled  so  as  to  be  misleading. 
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Forbade  the  use  of  uncertified  and  impure  coal-tar  colors  in 
foods,  drugs,  and  cosmetics. 

Authorized  factory  inspection  of  establishments  producing 
food,  drugs,  or  cosmetics,  subject  to  certain  conditions.  (See 
part  VIII.) 

Authorized  the  procurement  of  transportation  records  and 
other  documents  necessary  to  establish  Federal  jurisdiction. 

Provided  increased  penalties  for  violations. 

Authorized  the  Federal  courts  to  restrain  violations  by  in- 
junction. 

With  the  exception  of  new  drugs  and  coal  tar  dyes,  the  1938  Act 
did  not  provide  for  automatic  pre-market  testing  or  approval  of 
products.  A  manufacturer  was  not  required  to  submit  foods  or  cos- 
metics to  the  FDA  to  assess  the  safety  of  the  chemical  additives 
therein  prior  to  their  introduction  into  commerce.  If  the  Federal 
Government  had  reason  to  believe  that  a  particular  substance 
posed  a  hazard  to  the  consuming  public,  it  had  to  go  to  court  to 
establish  these  hazards  and  the  burden  of  proof  of  such  fact  rested 
with  the  Government,  not  with  the  manufacturer  or  user  of  the 
chemicals. 

In  an  effort  to  prevent  another  disaster  such  as  the  sulfanilamide 
poisonings,  the  Act  did  provide  for  pre-market  clearance  of  new 
drugs  to  assure  safety.  Prior  to  marketing,  manufacturers  had  to 
submit  to  the  Food  and  Drug  Administration  full  reports  of  investi- 
gations which  had  been  undertaken  to  establish  safety.  Unless  the 
FDA,  within  a  specified  period  of  time,  issued  an  order  finding  that 
such  safety  had  not  been  established,  the  manufacturer  could  pro- 
ceed to  market  the  drug.  The  FDA  was  also  authorized  to  act 
beyond  the  initial  stages  of  drug  development  and  was  permitted  to 
remove  from  the  market  any  drug  which  it  subsequently  could 
prove  unsafe.  Old  drugs,  already  on  the  market,  were  not  subject  to 
these  requirements.  They  were  allowed  to  remain  on  the  market 
unless  the  FDA  could  prove  in  a  court  proceeding  that  they  were 
dangerous. 

It  is  important  to  note  that  the  1938  Act  did  not  require  that  a 
drug  had  to  be  proven  effective,  as  well  as  safe,  in  order  to  be 
cleared  for  marketing.  But  in  making  its  judgments  about  safety, 
the  FDA  did  consider  effectiveness.  The  relationship  between 
safety  and  efficacy  is  considered  elsewhere.  It  is  only  significant  to 
note  that  the  manufacturer  of  a  product  did  not  have  to  prove  that 
his  product  did  the  things  it  was  reputed  to  do. 

Because  only  a  few  coal  tar  dyes  were  safe  for  use  in  foods  and 
drugs,  and  even  these  sometimes  contained  toxic  impurities,  a  vol- 
untary plan  for  Governmental  testing  of  manufacturer's  samples, 
started  in  1907,  was  made  mandatory  by  the  1938  Act.  Not  only 
were  the  dyes  required  to  be  found  safe  for  use  by  the  FDA,  but 
"batch  certification"  was  required  to  assure  that  each  individual 
batch  of  the  dye  was  properly  manufactured. 

The  limitations  imposed  by  the  ■  'false  and  fraudulent"  provision 
of  the  Sherley  Amendment  were  eliminated  by  prohibiting  thera- 
peutic claims  that  are  ' 'false  or  fraudulent." 
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IV.  INSULIN  AND  ANTIBIOTIC  CERTIFICATION  AMENDMENTS 

In  December  1941,  Congress  added  a  section  to  the  1938  Act  re- 
quiring the  Food  and  Drug  Administration  to  batch-certify  drugs 
composed,  in  whole  or  in  part,  of  insulin  before  they  could  be 
placed  on  the  market.4  Each  batch  has  to  be  tested  for  compliance 
with  identity  standards,  and  for  the  characteristics  of  strength, 
quality,  and  purity  specified  in  official  compendia.  These  tests  were 
designed  to  assure  safe  and  efficacious  use  of  insulin  products. 

In  1943,  the  War  Production  Board  requested  the  Food  and  Drug 
Administration  to  assay  samples  of  each  batch  of  penicillin  then 
being  produced  for  use  by  the  armed  forces.  In  1945,  shortly  before 
penicillin  was  to  be  made  available  for  use  in  the  civilian  sector, 
Congress  amended  the  1938  Act  by  adding  a  section  calling  for  the 
batch  certification  of  penicillin  products.5  This  section  of  the  Feder- 
al Food,  Drug  and  Cosmetic  Act  has  since  been  amended  three 
times.  In  1947,  the  batch  certification  requirements  were  extended 
to  streptomycin.6  In  1949,  Congress  amended  the  antibiotics  section 
of  the  law  (Sec.  507)  to  include  chloretracycline,  bacitracin,  chlor- 
amphenicol, and  their  derivatives.7  The  Drug  Amendments  of  1962 
extended  the  batch  certification  requirements  to  all  antibiotics  in- 
tended for  use  in  man.8 

V.  REGULATORY  AMENDMENTS  OF  1948 

In  1948,  the  Federal  Food,  Drug,  and  Cosmetic  Act  was  amended 
to  clarify  the  extent  of  the  FDA's  regulatory  authority.  The  Act, 
based  on  the  commerce  clause  of  the  Constitution,  was  intended  to 
exclude  from  interstate  commerce  articles  that  are  misbranded  or 
adulterated.  However,  a  number  of  court  decisions  raised  the  ques- 
tion, "where  did  interstate  commerce  begin  and  where  did  it  end?" 
Enforcement  officials  were  of  the  opinion  it  went  all  the  way  from 
the  producer  in  one  state  to  the  consumer  in  another. 

In  one  of  the  cases  raising  this  issue,  the  FDA  instituted  seizure 
of  macaroni  and  spaghetti  which  had  become  contaminated  while 
stored  in  a  mining  company  warehouse.  The  goods  were  condemned 
and  the  claimant  appealed.  The  court  of  appeals  ruled  that  the 
food  had  ended  its  interstate  journey  when  the  adulteration  oc- 
curred. The  Supreme  Court  declined  to  review  the  decision.9 

Congress  was  immediately  asked  to  close  this  loophole  in  the  law. 
The  new  legislation,  also  known  as  the  Miller  Amendment,  after 
its  principal  sponsor,  A.  I.  Miller,  Representative  from  Nebraska, 
clearly  gave  the  Government  jurisdiction  over  products  that 
became  adulterated  or  misbranded  after  interstate  shipment  and  at 
all  levels  of  distribution,  including  retailing.10 


4  55  Stat.  851,  77th  Cong.,  1st  sess.;  Dec.  22,  1941. 

5  59  Stat.  462,  79th  Cong.,  1st  sess.;  July  6,  1945. 

6  61  Stat.  11,  80th  Cong.,  1st  sess.;  Mar.  10,  1947. 

7  63  Stat.  409,  81st  Cong.,  1st  ses.;  July  13,  1949. 

8  76  Stat.  780,  87th  Cong.,  2d  sess.;  Oct.  10,  1962. 

9  United  States  v.  Phelps  Dodge  Mercantile  Co.,  157  F.  2d  453  (1946),  cert,  denied,  330  U.S.  818 
(1947). 

10  62  Stat.  582,  80th  Cong.,  2d  sess.;  June  24,  1948. 
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VI.  THE  DELANEY  COMMITTEE 

During  the  1940's  there  was  a  substantial  increase  in  the  use  of 
commercial  pesticide  chemicals,  such  as  DDT,  in  the  growing  of 
raw  agricultural  products  and  in  the  use  of  chemical  substances  for 
flavoring,  preserving,  and  packaging  of  standardized  foods.  In  June 
of  1950,  the  House  of  Representatives  adopted  a  resolution  creating 
a  Select  Committee  to  Investigate  the  Use  of  Chemicals  in  Foods. 
The  Select  Committee  was  also  known  as  the  "Delaney  Commit- 
tee", after  its  chairman,  Representative  James  J.  Delaney  of  New 
York.  The  Committee  began  extensive  hearings  into  the  matter  of 
pesticides  and  food  additives  during  1950,  and  as  a  result  of  a 
second  Resolution  extended  its  investigation  through  the  82nd  Con- 
gress as  well.11  Hearings  were  terminated  a  few  months  later  in 
March  1952  and  the  Select  Committee  published  its  findings  a  few 
months  later  in  four  reports  covering  fertilizers,  cosmetics,  food 
and  fluoridation.  The  third  report  of  the  Delaney  Committee,  enti- 
tled "Food",  specifically  recommended  that  chemicals  used  in  or  on 
foods  be  tested  to  establish  their  safety  prior  to  their  use  in 
foods.12  Although  Congress  did  not  immediately  enact  legislation 
following  publication  of  the  Select  Committee's  reports,  it  is  gener- 
ally conceded  that  these  reports  and  the  hearings  of  the  Committee 
had  an  important  influence  on  the  shape  of  the  pesticide  legislation 
in  1954,  the  food  additives  legislation  of  1958,  and  the  color  additive 
amendments  of  1960. 

VII.  THE  DURHAM-HUMPHREY  AMENDMENT  OF  1951 

In  1951,  the  Congress  passed  another  amendment  to  the  Federal 
Food,  Drug,  and  Cosmetic  Act,  popularly  known  as  the  Durham- 
Humphrey  Amendment  after  the  names  of  its  sponsors.13  The  stat- 
ute contains  a  legal  definition  of  the  kinds  of  drugs  for  human  use 
which  may  be  dispensed  by  the  pharmacist  only  upon  the  prescrip- 
tion of  a  "practitioner  licensed  by  law  to  administer  such  drugs." 
Thus  it  leaves  to  State  medical  practice  laws  and  medical  practice 
boards  to  determine  who  is  qualified  to  prescribe  drugs,  just  as 
State  pharmacy  laws  and  boards  determine  who  is  qualified  to  dis- 
pense drugs. 

Under  the  amendment,  it  is  unlawful  to  dispense  a  drug  bearing 
the  Rx  Legend  without  a  prescription  or  to  refill  a  prescription  for 
an  Rx  Legend  drug  without  an  authorization  from  the  prescriber. 
The  amendment  is  grounded  in  the  principle  that  the  physician 
should  control  the  amount  of  medication  given  to  his  patients.  A 
prescription  or  refill  may  be  transmitted  by  telephone,  but  such  au- 
thorizations must  be  promptly  reduced  to  writing  and  be  filed  by 
the  pharmacist.  Certain  narcotic  drugs  can  only  be  dispensed  upon 
written  order  of  the  practitioner.  The  law  further  required  that 
prescription-restricted  drugs  be  labeled  with  the  Rx  Legend,  and 
that  it  is  illegal  to  place  this  legend  on  drugs  not  so  restricted.  The 


1 1  "Chemicals  in  Food  Products,"  Hearing  before  the  House  Select  Committee  to  Investigate 
the  Use  of  Chemicals  in  Food  Products,  81st  Cong.,  2d  sess.;  created  pursuant  to  House  Resolu- 
tion 323  (1  vol.);  also  "Chemicals  in  Food  Products,"  82d  Cong.,  1st  and  2d  sess.;  pursuant  to 
House  Resolutions  74  and  447  (4  vols.);  1950-52. 

12  "Foods,"  H.  Rept.  No.  2356;  82d  Cong.,  2d  sess.;  June  30,  1952. 

13  65  Stat.  648,  82d  Cong.,  1st  sess.;  Oct.  26,  1951. 
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fundamental  purpose  of  the  legislation  was  to  provide  the  pharma- 
cist with  clear  guidance  as  to  which  drugs  may  not  be  sold,  or  re- 
filled, without  a  prescriber's  authorization,  as  distinguished  from 
those  products  which  may  be  sold  to  the  layman  for  self-medication 
(known  as  over-the-counter,  or  OTC  drugs). 

The  Durham-Humphrey  Amendment  defined  three  categories  of 
prescription  drugs: 

hypnotic  or  habit-forming  drugs  that  are  specifically 
named  in  the  law,  and  their  derivatives,  unless  specifically 
exempted  by  regulation; 

a  drug  which  is  not  safe  for  self-medication  "because  of 
its  toxicity  or  other  potentiality  for  harmful  effect,  or  the 
method  of  use,  or  collateral  measures  necessary  to  its  use"; 

and  a  "new  drug"  which  has  not  been  shown  safe  for  use 
in  self-medication,  and  which,  under  the  terms  of  an  effec- 
tive new-drug  application,  is  limited  to  prescription  dis- 
pensing. 

Many  drugs  which  are  considered  "safe,"  insofar  as  their  inherent 
toxicity  is  concerned,  must  be  restricted  to  prescription  sale  be- 
cause of  the  conditions  for  which  they  are  intended  to  be  used,  be- 
cause of  diagnostic  techniques,  or  because  of  collateral  therapeutic 
techniques  which  are  required  in  connection  with  their  use.  In 
brief,  the  Rx  Legend  drugs  are  not  safe  enough  for  a  layman  to  use 
in  self-medication.  The  labels  on  such  drugs  do  not,  therefore,  con- 
tain detailed  directions  for  use,  precautions,  and  so  forth,  which 
would  be  needed  by  the  layman  to  use  the  drugs  safely  and  effec- 
tively. The  physician  and  the  pharmacist,  however,  must  be  provid- 
ed with  such  information  and  the  Amendment  requires  that  that 
manufacturer  provide  them  with  such  data. 

Drugs  which  are  not  restricted  to  prescription  sale  (over-the- 
counter-drugs)  must  bear  adequate  directions  for  safe  and  effective 
use  and  warnings  against  misuse  which  the  layman  needs  to  know. 
The  distributor  of  OTC  drugs  is  required  by  law  to  label  the  prod- 
uct with  such  information.  Drugs  which  may  legally  be  sold  over- 
the-counter  must  bear  a  "7-point  label:" 

1.  the  name  of  the  product. 

2.  the  name  and  address  of  the  manufacturer,  packer,  or 
distributor. 

3.  the  net  contents  of  the  package. 

4.  the  established  name  of  all  active  ingredients  and  the 
quantity  of  certain  other  ingredients  whether  active  or 
not. 

5.  the  name  of  any  habit-forming  drug  contained  in  the 
preparation. 

6.  cautions  and  warnings  needed  for  the  protection  of 
the  user. 

7.  adequate  directions  for  safe  and  effective  use. 

Typical  warnings  tell  how  to  use  the  medication  safely — "Do  not 
apply  to  broken  skin;"  when  not  to  use  the  medication — "Do  not 
drive  or  operate  machinery;"  and  when  to  stop  taking  the  drug — 
"Discontinue  use  if  rapid  pulse,  dizziness,  or  blurring  of  vision 
occurs."  Other  warning  statements  answer  questions  for  the 
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layman,  such  as  whether  he  should  see  a  physician — "If  pain  per- 
sists for  more  than  10  days  or  redness  is  present,  or  in  conditions 
affecting  children  under  12  years  of  age,  consult  a  physician  imme- 
diately." 

Any  drug  which  does  not  bear  the  Rx  Legend  can  be  sold  without 
a  prescription  and  the  consumer  has  the  responsibility  for  reading 
and  heeding  the  directions  and  warnings. 

VIII.  FACTORY  INSPECTION  AMENDMENTS  OF  1953 

In  1952,  the  Supreme  Court  held  that  the  1938  Act  did  not  clear- 
ly permit  mandatory  factory  inspection.14  One  section  of  the  Act 
made  it  a  criminal  offense  to  refuse  permission  to  inspect.  Howev- 
er, another  section  provided  that  a  factory  could  be  inspected  only 
with  permission  of  the  operator.  The  Court  found  these  two  sec- 
tions to  be  "fatally  inconsistent.' ' 

As  a  result  of  the  Supreme  Court  ruling,  Congress  passed  an 
amendment  in  1953  to  permit  the  FDA  inspection,  after  written 
notice  to  the  owner,  without  a  warrant  and  without  permission  of 
the  owner.15  Although  the  mandatory  inspection  provision  was 
passed,  the  legislative  history  developed  during  the  floor  debate  on 
the  bill  made  it  clear  that  inspection  should  not  include  access  to 
records  other  than  shipping  records  and  that  inspectors  should  not 
be  allowed  to  check  formula  cards,  complaints  files,  personnel 
records,  or  prescription  files. 

Although  the  1953  Amendment  authorized  factory  inspection 
without  a  warrant,  the  Supreme  Court  held  in  1967  that  a  business 
proprietor  can  refuse  to  admit  a  government  inspector  unless  he 
has  a  search  warrant.  This  decision  led  the  FDA  to  issue  guidelines 
for  obtaining  a  warrant  when  an  owner  or  manager  refused  to  con- 
sent to  inspection  voluntarily. 

IX.  FOOD  STANDARD  AMENDMENTS  OF  1954 

In  1954,  the  Food,  Drug,  and  Cosmetic  Act  was  amended  to  sim- 
plify the  procedure  for  establishing  standards  of  identity,  quality 
and  fill  of  containers  for  foods.  The  existing  law  required  a  formal 
hearing  upon  any  proposal  to  issue,  amend,  or  repeal  regulations 
regarding  several  sections  of  the  Act,  including  definitions  and 
standards  for  foods.  The  Amendment  eliminated  the  requirement 
for  a  formal  hearing  when  there  was  no  controversy  over  the  pro- 
posed rule.16 

X.  THE  PESTICIDE  CHEMICAL  AMENDMENT  OF  1954 

In  1954,  Congress  passed  the  Pesticide  Chemical  Amendment  to 
the  Federal  Food,  Drug,  and  Cosmetic  Act,  sometimes  known  as  the 
"Miller  Act",  after  its  principal  sponsor,  A.  I.  Miller,  Representa- 
tive from  Nebraska.17  The  amendment  was  designed  to  provide  a 
new,  more  effective  procedure  for  controlling  the  residues  of  pesti- 
cide chemicals  used  in  connection  with  the  growing  of  raw  agricul- 


14  United  States  v.  Cardiff,  344  U.S.  174. 

15  67  Stat.  476,  83d  Cong.,  1st  sess.;  Aug.  7,  1953. 

16  68  Stat.  54,  83d  Cong.,  2d  sess.;  Apr.  15,  1954. 

17  68  Stat.  511,  83d  Cong.,  2d  sess.;  July  22,  1954. 
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tural  commodities.  Under  the  provisions  of  the  1938  Act,  food 
which  contained  chemical  residues  could  be  deemed  adulterated 
and  prohibited  in  interstate  commerce.  However,  it  was  generally 
acknowledged  that  the  method  was  slow  and  inadequate  due  to  the 
large  number  of  pesticides  in  use. 

The  Miller  Act  incorporated  a  pre-market  testing  principle  advo- 
cated by  the  Delaney  Committee  in  1952.  The  procedure  used  for 
the  pre-market  testing  made  use  of  the  1947  Insecticide,  Fungicide 
and  Rodenticide  Act  which  required  a  manufacturer  to  register  the 
label  of  a  pesticide  with  the  Department  of  Agriculture.18  Under 
the  new  amendment  to  the  Food,  Drug,  and  Cosmetic  Act,  the  man- 
ufacturer had  to  obtain  from  the  FDA,  prior  to  registering  the 
label,  a  ' 'tolerance"  for  a  pesticide  to  determine  how  much  pesti- 
cide chemical  might  remain  on  or  in  the  raw  agricultural  product. 
The  burden  for  proving  that  the  residue  levels  were  safe  was  made 
the  responsibility  of  the  manufacturer.  If  the  FDA,  on  the  basis  of 
the  scientific  data  presented,  decided  that  any  amount  of  residue 
would  be  dangerous  to  health,  they  could  refuse  to  establish  a  tol- 
erance level.  Consequently,  the  manufacturer  could  not  register  the 
pesticide  with  the  Department  of  Agriculture.  Any  raw  agricultur- 
al product  which  had  a  residue  exceeding  that  set  by  the  FDA  was 
subject  to  seizure  and  condemnation  by  the  FDA.  The  1954  amend- 
ment also  provided  procedures  for  determining  tolerance  levels  for 
pesticides  registered  prior  to  enactment  of  the  legislation.  The  FDA 
was  given  the  authority  to  exempt  any  pesticide  chemical  from  the 
tolerance  requirement  when  the  safety  of  the  consumer  was  not  af- 
fected. 

The  FDA  no  longer  has  the  responsibility  for  setting  tolerance 
levels  for  pesticide  residues.  The  President's  Reorganization  Plan  of 
July  9,  1970,  established  the  Environmental  Protection  Agency  and 
transferred  the  function  of  establishing  tolerances  from  FDA  to  the 
new  agency.  Authority  was  also  transferred  for  (1)  monitoring  com- 
pliance with  the  tolerances  and  the  effectiveness  of  surveillance 
and  enforcement,  and  (2)  providing  technical  assistance  to  the 
States  and  conducting  research  under  the  Federal  Food,  Drug,  and 
Cosmetic  Act  and  the  Public  Health  Service  Act. 

XI.  ORANGE  COLORING  AMENDMENT  OF  1956 

The  1938  Act  placed  two  restrictions  on  the  use  of  coal-tar  dyes: 
(1)  the  dye  must  be  found  harmless  by  the  FDA,  and  (2)  it  must  be 
from  a  batch  certified  by  the  FDA.  In  1956,  Congress  legislated  an 
exception  to  the  requirement  of  safety. 

The  exception  was  a  dye,  FD&C  Red  No.  32,  which  was  the  only 
coloring  suitable  for  giving  certain  varieties  of  ripe  oranges  the 
color  expected  by  consumers.  This  dye  was  found  to  be  toxic  and 
was  subsequently  removed  from  the  list  of  coal-tar  dyes  approved 
by  the  FDA.  Without  the  use  of  this  dye,  the  orange  growers  in 
Florida  and  Texas  expected  to  suffer  great  financial  loss  due  to  a 
decrease  in  the  attractiveness  of  the  fresh  fruit.  Since  there  was  no 
evidence  that  the  use  of  the  dye  in  coloring  orange  peels  was  harm- 
ful, Congress  passed  a  bill  to  allow  such  limited  use.19  The  Com- 


18  61  Stat.  163,  80th  Cong.,  2d  sess.;  June  25,  1947. 

19  70  Stat.  512,  84th  Cong.,  2d  sess.;  July  9,  1956. 
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mittee  report  on  the  bill  stated  that  the  legislation  was  to  provide 
time  to  develop  an  alternative  coloring  which  would  meet  the  re- 
quirements of  the  1938  Act  regarding  coal-tar  dyes. 

XII.  FOOD  STANDARD  AMENDMENTS  OF  1956 

In  1956,  legislation  was  passed  to  further  simplify  the  rule- 
making process  for  food  standards.20  Amendments  in  1954  had 
eliminated  the  requirement  for  formal  hearings  prior  to  issuance  of 
standards  on  identity,  quality  and  fill  of  container  when  there  was 
no  controversy  over  the  proposal.  The  new  amendment  applied  this 
simplified  procedure  to  the  regulations  on  foods  for  special  dietary 
uses,  tolerances  for  poisonous  ingredients,  use  of  emergency  per- 
mits, and  certain  other  areas  requiring  rule-making. 

XIII.  THE  FOOD  ADDITIVES  AMENDMENTS  OF  1958 

A  number  of  bills  were  introduced  into  the  83rd,  84th,  and  85th 
Congresses  to  implement  the  recommendations  of  the  Delaney 
Committee  on  the  use  of  chemical  substances  added  to  foods. 
During  the  85th  Congress,  legislation  was  agreed  upon  and  the 
Food  Additives  Amendment  of  1958  was  signed  into  law.21  Its 
major  provision  was  the  requirement  of  pre-marketing  clearance  of 
chemical  additives  whose  safety  is  not  generally  recognized.  Sub- 
stances added  to  food  which  qualified  scientists  generally  recog- 
nized as  safe  under  the  conditions  of  their  intended  use,  are  not 
"food  additives"  and  are  exempt  from  the  pre-marketing  clearance 
requirements.  This  classification  of  "generally  recognized  as  safe" 
(GRAS)  may  be  made  either  on  the  basis  of  data  derived  from  sci- 
entific procedure  or,  in  the  case  of  substances  in  use  prior  to  Janu- 
ary 1,  1958,  on  the  basis  of  experience  drawn  from  common  and 
safe  use  in  food. 

The  Amendment  required  that  the  formula  and  a  description  of 
the  proposed  conditions  for  use  of  any  substance  newly  proposed 
for  addition  to  food  must  be  submitted  to  and  approved  by  the  Food 
and  Drug  Administration.  Information  must  be  presented  showing 
the  identity  of  the  new  additive,  its  chemical  composition,  how  it  is 
manufactured,  and  the  methods  to  be  used  to  detect  and  measure 
its  presence  in  the  food  supply  at  the  levels  of  expected  use.  Data 
must  establish  that  the  proposed  testing  methods  are  of  sufficient 
sensitivity  to  determine  compliance  with  the  regulations. 

There  must  also  be  data  establishing  that  the  additive  will  ac- 
complish the  intended  physical  or  technical  effect  in  the  food,  and 
that  the  amount  proposed  is  no  higher  than  that  reasonably  neces- 
sary to  accomplish  this  effect. 

Finally,  data  must  be  provided  establishing  that  the  additive  is 
safe  for  its  intended  use.  This  requires  scientific  evidence  ordinari- 
ly obtained  from  feeding  studies  and  other  tests  using  the  proposed 
additive  at  various  levels  in  the  diet  of  two  or  more  species  of  ani- 
mals. 


20  70  Stat.  919,  84th  Cong.,  2d  sess.;  Aug.  1,  1956. 

21  72  Stat.  1784,  85th  Cong.,  2d  sess.;  Sept.  6,  1958. 
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If  the  agency  approves  the  application  for  uses  of  the  additive,  it 
can  establish  the  maximum  amount  of  the  substance,  or  tolerances, 
which  would  be  permitted  in  foods. 

Although  the  Food,  Drug,  and  Cosmetic  Act  of  1938  already  pro- 
hibited poisonous  or  deleterious  substances  in  foods  except  in  cer- 
tain instances  where  such  substances  were  allowed  in  small 
amounts,  the  lack  of  a  pre-market  clearing  requirement  had  made 
this  provision  relatively  ineffective.  In  order  to  bar  the  use  of  a 
dangerous  additive,  the  FDA  had  to  assume  the  burden  of  proof 
and  show  the  additive  was  poisonous  or  deleterious.  This  process 
was  extremely  time-consuming  and  while  it  continued,  the  additive 
remained  on  the  market.  The  1958  Food  Additives  Amendment  ap- 
plied the  principle  of  pre-market  clearance  to  food  additives  for  the 
first  time. 

During  Congressional  consideration  of  the  proposed  Food  Addi- 
tives Amendment,  two  important  areas  of  disagreement  arose.  The 
first  of  the  controversies  concerned  what  is  now  known  as  the  "De- 
laney  anti-cancer  clause."  Representative  Delaney  who  had  favored 
strong  additive  control  legislation  had  sponsored  a  proviso  to  forbid 
approval  of  additives  which  were  found  to  be  cancer-inducing  in 
man  or  in  animals.  The  bill  reported  by  the  House  Committee  on 
Interstate  and  Foreign  Commerce  did  not  contain  such  a  provision, 
although  the  Committee  had  considered  the  proposal.  There  was 
opposition  to  the  clause  by  the  Food  and  Drug  Administration,  and 
by  a  number  of  scientists  who  opposed  the  clause  on  the  grounds 
that  it  interfered  with  the  exercise  of  scientific  judgment.  Why, 
they  argued,  should  an  additive  at  safe  levels  in  foods  used  by  man 
be  barred  simply  because  the  same  substance  at  higher  levels  in- 
duced cancer  in  animals?  Some  also  thought  it  unnecessary  to 
single  out  one  specific  disease  category  within  the  legislation.  In 
any  event,  the  bill,  amended  on  the  House  floor,  contained  the  De- 
laney clause  when  signed  into  law:22 

Provided,  That  no  additive  shall  be  deemed  to  be  safe  if 
it  is  found  to  induce  cancer  when  ingested  by  man  or 
animal,  or  if  it  is  found,  after  tests  which  are  appropriate 
for  the  evaluation  of  the  safety  of  food  additives,  to  induce 
cancer  in  man  or  animal. 

A  second  problem  area  in  the  bill  as  reported  from  the  House 
Committee  related  to  the  question  of  how  to  deal  with  additives  al- 
ready in  use  and  on  the  market.  Industry  spokesmen  originally 
proposed  that  additives  already  in  use  be  exempted  from  the  provi- 
sions of  the  bill,  while  a  number  of  Members  objected  on  the 
grounds  that  such  an  exemption  would  leave  many  untested  addi- 
tives still  in  use.  As  a  result,  the  bill  provided  for  the  following 
scheme:  new  additives  not  in  use  before  January  1,  1958,  would  be 
automatically  subject  to  the  preclearance  requirements  set  out  in 
the  bill;  substances  generally  recognized  as  safe  (GRAS  substances) 
after  years  of  repeated  use  were  to  be  exempted  from  the  proce- 
dures of  the  bill;  additives  approved  under  the  old  procedures  con- 
tained in  the  Food,  Drug,  and  Cosmetic  Act  or  under  the  meat  and 


22  Congressman  Delaney,  a  member  of  the  House  Rules  Committee,  convinced  the  Administra- 
tion of  the  wisdom  of  accepting  his  amendment. 
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poultry  inspection  laws  were  also  exempted,  although  they  could  be 
removed  from  the  market  if  later  discovered  to  be  hazardous;  and 
additives  previously  untested  and  unapproved  already  on  the 
market  as  of  January  1,  1958,  would  be  subject  to  the  procedure  in 
the  bill,  except  that  they  were  allowed  a  grace  period,  ranging  from 
18  to  30  months.  During  this  time  they  could  apply  for  or  otherwise 
receive  a  tolerance  standard  and  could  remain  on  the  market 
during  this  period  of  time.  Congress  passed  legislation  in  1961 23 
and  1964  24  which  extended  the  grace  period  through  December  31, 
1965. 

XIV.  ORANGE  COLORING 

In  1959,  Congress  passed  legislation  to  allow  a  new  coal-tar  dye, 
FD&C  Red  No.  2,  to  be  used  to  color  oranges  until  September  6, 
1961. 2  5  The  legislation  was  necessary  because  the  dye  was  found 
toxic  at  certain  levels  and  therefore  its  use  was  prohibited  under 
the  Food,  Drug,  and  Cosmetic  Act  of  1938.  Similar  legislation  had 
been  passed  in  1956  to  permit  the  use  of  FD&C  Red  No.  32,  a 
slightly  more  toxic  coloring.  In  both  instances,  the  FDA  held  that  it 
did  not  have  the  authority  to  establish  tolerance  levels  for  coal-tar 
dyes  even  at  levels  which  presented  no  danger  to  health. 

On  December  15,  1958,  the  Supreme  Court  upheld  the  FDA's  in- 
terpretation that  the  1938  Act  outlawed  the  use  of  any  coal-tar  dye 
in  any  amount.26  The  Court  ruled  that  Red  32  could  not  be  used 
after  March  1,  1959.  The  decision  had  a  wide  impact;  it  affected  the 
use  of  all  coal-tar  dyes  not  only  in  foods  but  in  drugs  and  cosmetics. 
As  a  result  of  the  ruling,  the  food,  drug  and  cosmetic  industry 
called  for  a  revision  of  the  Act  to  allow  tolerances  to  be  set  for  safe 
use  of  colors.  The  FDA  was  in  favor  of  such  a  change  and  had  sent 
a  letter  proposing  such  to  the  House  Committee  on  Interstate  and 
Foreign  Commerce  on  June  27,  1958  and  again  on  February  19, 
1959.  However,  although  legislation  regarding  the  use  of  all  color 
additives  would  not  be  passed  until  1960,  this  emergency  legislation 
was  passed  in  1959  to  allow  the  orange  growers  to  continue  use  of 
FD&C  Red  No.  2. 

XV.  INSECTICIDE  AMENDMENTS  OF  1959 

The  Pesticide  Chemical  Amendments  of  1954  established  controls 
on  residues  of  pesticides  left  on  fresh  fruits  and  vegetables.  Subse- 
quent to  its  enactment,  new  forms  of  chemical  insecticides  were  de- 
veloped for  use  in  agriculture  which  were  not  covered  by  the  exist- 
ing provisions.  These  new  insecticides  were  nematocides,  defoliants, 
dessicants,  and  plant  regulators.  In  1959,  Congress  passed  legisla- 
tion which  brought  these  chemicals  under  the  1954  Pesticide  Chem- 
ical Amendments.27 


23  75  Stat.  42,  87th  Cong.,  1st  sess.;  Apr.  7,  1961. 

24  78  Stat.  1002,  88th  Cong.,  1st  sess.;  Oct.  3,  1964. 

25  73  Stat.  3,  86th  Cong.,  1st  sess.;  Mar.  17,  1959. 

26  Flemming  v.  Florida  Citrus  Exchange,  358  U.S.  153,  cert,  denied,  358  U.S.  948. 

27  73  Stat.  286,  86th  Cong.,  1st  sess.;  Aug.  7,  1959. 
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XVI.  COLOR  ADDITIVE  AMENDMENTS  OF  1960 

In  1960,  Congress  revised  the  provisions  of  the  1938  Food,  Drug, 
and  Cosmetic  Act  regarding  the  use  of  color  additives.  One  of  the 
major  provisions  of  the  Amendment  was  the  requirement  that  the 
conditions  for  safe  use  of  a  color  additive  be  established  by  regula- 
tion. The  new  law  placed  on  the  manufacturer  the  burden  of  proof 
that  a  color  additive  was  safe  for  the  intended  use  whereas  before 
it  had  been  up  to  the  Government  to  prove  an  additive  was  unsafe. 
The  regulations  regarding  use  of  an  additive  could  set  forth  toler- 
ance limitations  which  specified  the  maximum  amount  of  the  addi- 
tive permitted  to  remain  on  or  in  the  product.  In  addition,  the 
Amendment  also  required  all  color  additives  to  be  batch-certified 
unless  exempted  by  the  Secretary  of  HEW.  These  color  additives  al- 
ready on  the  market  were  allowed  up  to  two-and-a-half  years  to 
obtain  FDA  approval.  Premarket  testing  and  batch  certification 
had  previously  been  required  only  for  coal-tar  dyes. 

A  change  was  also  made  in  the  existing  requirement  that  a  coal- 
tar  dye  could  be  used  only  if  found  to  be  harmless  in  any  amount. 
The  new  legislation  allowed  the  use  of  any  coal-tar  dye  or  any 
other  color  additive  if  it  could  be  established  that  the  substance 
was  safe  for  the  intended  use,  a  change  in  the  Food,  Drug,  and  Cos- 
metic Act  which  was  supported  by  both  spokesmen  from  industry 
and  HEW.  The  cosmetic  industry  had  a  particular  interest  in  the 
provision  as  the  FDA  had  recently  removed  14  dyes  used  for  color- 
ing lipstick  from  the  list  of  approved  coal-tar  dyes  even  though 
many  of  the  dyes  were  considered  safe  as  they  were  being  used. 

The  controversial  Delaney  Clause  which  prohibited  use  of  any 
food  additives  known  to  produce  cancer  in  man  or  animals  was  ap- 
plied to  color  additives.  Many  industry  spokesmen  who  opposed  the 
Delaney  Clause  in  1958  also  opposed  its  inclusion  in  the  Color  Ad- 
ditives Amendments.  However,  the  Secretary  of  HEW  testified 
strongly  supporting  application  of  the  Delaney  Clause  to  color  addi- 
tives.28 

The  preponderance  of  scientific  evidence  clearly  dictates 
our  position:  our  advocacy  of  the  anticancer  proviso  in  the 
proposed  color  additives  amendment  is  based  on  the  simple 
fact  that  no  one  knows  how  to  set  a  safe  tolerance  for  sub- 
stances in  human  foods  when  those  substances  are  known 
to  cause  cancer  when  added  to  the  diet  of  animals. 

XVII.  THE  DRUG  AMENDMENTS  OF  1962  (THE  KEFAUVER-HARRIS 
AMENDMENTS) 

The  Drug  Amendments  of  1962  were,  like  the  1938  Act,  enacted 
into  law  following  a  serious  drug  incident,  the  "thalidomide  disas- 
ter".29 Use  of  thalidomide,  a  sedative,  by  pregnant  women  can 
cause  a  severe  deformity  of  the  child  called  phocomelia.  Although 
the  drug  was  never  approved  by  the  FDA  for  commercial  market- 
ing, it  was  distributed  to  doctors  for  experimental  purposes.  A  1962 


28  House  of  Representatives,  Committee  on  Interstate  and  Foreign  Commerce,  Subcommittee 
on  Public  Health  and  Environment.  Report  on  Color  Additive  Amendments  of  1958,  86th  Cong., 
2d  sess.;  June  7,  1960. 

29  76  Stat.  780,  87th  Cong.,  2d  sess.;  Oct.  10,  1962. 
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survey  by  the  FDA  showed  the  drug  was  given  to  3,879  women  of 
child-bearing  age,  nine  of  whom  gave  birth  to  a  malformed  child. 

Legislation  to  achieve  many  of  the  objectives  of  the  1962  Amend- 
ments, like  the  1938  legislation,  was  pending  before  the  Congress 
when  the  thalidomide  incident  occurred.  Unlike  the  1938  Act,  how- 
ever, the  Drug  Amendments  of  1962  did  not  represent  an  entire  re- 
vision of  current  law  or  the  drafting  of  a  completely  new  proposal. 
Instead,  the  legislation  extended,  expanded,  and  strengthened  the 
regulatory  authority  of  the  Food  and  Drug  Administration,  particu- 
larly as  to  prescription  drugs.  The  Food  and  Drug  Administration 
had  taken  the  position  that  the  1938  law  was  defective  in  the  fol- 
lowing ways:30 

1.  The  producer  of  a  new  drug  did  not  have  to  establish  that  his 
product  would  be  effective,  as  well  as  safe,  for  its  intended  uses. 

2.  FDA  had  to  work  against  deadlines  of  60  and  180  days  to  pre- 
vent the  automatic  approval  of  new  drug  products. 

3.  There  were  no  provisions  requiring  regular  record  keeping  and 
reporting  of  clinical  and  other  experience  with  new  drugs. 

4.  The  FDA  could  not  remove  a  new  drug  from  the  market  unless 
it  could  prove  that  it  was  an  unsafe  product;  it  was  not  enough  just 
to  show  that  new  developments  had  drawn  the  question  of  the 
drug's  safety  into  issue. 

5.  There  were  inadequate  controls  over  the  distribution  and  use 
of  investigational  drugs,  as  the  thalidomide  episode  showed. 

6.  Prescription  drug  advertising  was  virtually  unregulated. 

7.  Trade  names  for  products  were  being  used  without  proper  ref- 
erence to  generic  or  established  names,  resulting  in  confusion  for 
the  medical  profession. 

8.  The  quality  of  "old"  drugs  was  not  assured,  as  it  was  with 
"new  drugs". 

9.  Only  five  classes  of  antibiotic  drugs  were  subject  to  routine 
batch-testing  and  certification. 

10.  Factory  inspection  authority  was  severely  restrictive. 

The  changes  brought  about  by  the  1962  Amendments  included 
the  following: 

1.  The  Food  and  Drug  Administration  was  authorized  to  establish 
for  drugs,  by  regulation,  current  good  manufacturing  practices. 
Drugs  which  are  not  manufactured  under  conforming  methods  or 
in  conforming  facilities  are  considered  adulterated. 

2.  The  factory  inspection  authority  was  widely  expanded  to  all 
matters  bearing  on  violations  of  the  Act.  Included  within  the  reach 
of  this  authority  are  data  concerning  the  qualifications  of  technical 
and  professional  personnel  employed  by  the  manufacturer.  Each  es- 
tablishment must  be  inspected  at  least  once  every  two  years. 

3.  Every  manufacturer  had  to  register  annually  with  the  Depart- 
ment of  Health,  Education,  and  Welfare.  This  provision  aids  in 
identifying  and  inspecting  all  places  where  drugs  are  manufac- 
tured, and  aids  in  certain  enforcement  areas.  Drugs  coming  from 
non-registered  plants  are  deemed  misbranded. 


30  Hearings  before  a  Subcommittee  of  the  House  Committee  on  Government  Operations  on 
Drug  Safety;  statement  by  George  P.  Larrick,  Commissioner,  Food  and  Drug  Administration; 
Mar.  24,  1964. 
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4.  The  Amendments  provided  that  a  new  drug  cannot  be  market- 
ed until  the  FDA  approves  it  as  having  met  the  statutory  require- 
ments for  safety  and  efficacy.  The  1938  law  permitted  automatic 
clearance  of  drugs  through  lapse  of  time  without  FDA  action.  Ap- 
proval was  now  conditioned  upon  the  showing  of  ' 'substantial  evi- 
dence" of  efficacy,  and  the  burden  for  proof  rested  with  the  manu- 
facturer. 

5.  Labeling  now  took  on  a  material  bearing  on  the  matter  of  new 
drug  approval — it  must  not  be  false  or  misleading  in  any  particu- 
lar. This  prohibition  relates  to  the  claimed  effects  of  such  drugs,  as 
well  as  to  other  aspects  of  labeling. 

6.  The  Secretary  of  HEW,  on  finding  an  imminent  hazard  to  the 
public  health,  could  immediately  suspend  a  new  drug  approval, 
with  the  manufacturer  afforded  an  expedited  hearing. 

7.  Withdrawal  from  the  market  of  a  previously  approved  drug 
could  be  made  for  any  one  of  the  following  reasons: 

(a)  if  its  labeling  is  found  to  be  false  or  misleading  in  any 
particular  and  it  is  not  corrected  within  a  reasonable  time 
after  notice  from  FDA; 

(6)  if,  after  reevaluation  in  the  light  of  new  evidence,  its 
safety  cannot  be  established  or  its  claimed  efficacy  is  not  sup- 
ported by  substantial  evidence; 

(c)  if,  after  reevaluation  in  the  light  of  new  evidence,  it  is 
found  that  manufacturing  facilities,  methods,  or  controls  em- 
ployed in  manufacturing  or  packaging  do  not  conform  with 
standards  of  good  manufacturing  practices  and  are  not 
changed  after  a  reasonable  period  of  time;  and 

{d)  if  the  manufacturer  fails  to  establish  a  system  of  main- 
taining adequate  records,  fails  to  make  required  reports,  or  re- 
fuses to  give  the  FDA  access  to  such  records. 

8.  With  respect  to  drugs  already  on  the  market,  the  manufactur- 
er was  now  required  to  report  promptly  to  the  FDA  information 
concerning  adverse  effects  and  other  clinical  experience  or  data  re- 
lating in  any  way  to  safety  and  efficacy. 

9.  New  authority  was  granted  to  prevent  the  testing  of  investiga- 
tional new  drugs,  including  antibiotics,  on  humans  unless  specified 
safety  conditions  are  met,  including:  submission  of  reports  of  pre- 
clinical testing,  including  animal  studies  and  the  obtaining  of 
signed  agreements  from  investigators  that  clinical  work  will  only 
be  done  under  personal  supervision  and  experimental  drugs  will 
not  be  supplied  to  others. 

10.  Manufacturers  who  sought  an  exemption  for  investigational 
drugs  had  to  secure  from  their  scientific  investigators  assurance 
that  they  would  obtain  informed  consent  from  the  persons  to  whom 
the  drugs  or  controls  are  to  be  administered  or  from  their  legal 
representatives  (with  certain  exceptions). 

11.  Exemptions  for  experimental  drugs  from  the  new  drug  proce- 
dures were  conditioned  upon  the  keeping  of  records  and  the 
making  of  reports.  This  requirement  would  enable  the  FDA  to 
evaluate  the  safety  and  efficacy  of  the  drug  in  the  event  that  a 
New  Drug  Application  was  filed  at  some  later  date. 
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12.  All  human  antibiotics  became  subject  to  batch-testing  and 
certification.  This  provision  added  30  additional  groups  to  the  five 
previously  subject  to  this  procedure. 

13.  Changes  were  made  in  labeling  requirements.  The  quantity  of 
all  active  ingredients  and  specified  inactive  ingredients  must  be 
stated.  Labels  have  to  bear  the  established  name  of  the  drug  desig- 
nated under  the  name  standardization  authority  provided  for  in 
the  Act,  or  certain  other  official  or  common  names  where  an  estab- 
lished name  has  not  been  designated. 

14.  Prescription-drug  advertising  is  required  to  show  the  estab- 
lished name  (in  half-size  type  similar  to  that  for  any  other  name 
used,  such  as  a  trade  name),  the  quantitative  formula  to  the  same 
extent  it  is  required  on  the  label,  and  a  true  and  nonmisleading 
brief  summary  of  adverse  effects,  contra-indications,  efficacy,  and 
other  information  for  the  guidance  of  physicians. 

A  much  cited  weakness  in  the  1938  law  was  the  requirement 
that  drugs  had  only  to  be  shown  safe  before  marketing;  there  were 
no  requirements  for  the  manufacturer  to  prove  that  his  product 
was  effective  (efficacious)  as  well.  However,  in  testimony  before  a 
Committee  of  Congress,  FDA  Commissioner  George  Larrick  noted 
that  the  FDA,  since  1938,  had  assessed  the  effectiveness  of  certain 
products  when  making  safety  determinations  in  the  case  of  drugs 
for  use  in  life-threatening  or  grave  diseases: 3 1 

Basically  we  were  saying  that  the  dangerous  characteris- 
tics of  many  drugs  were  such  that  they  would  automatical- 
ly be  outlawed  unless  they  had  some  lifesaving  or  other 
very  beneficial  aspects  that  out-weighed  those  dangers. 

Where  the  FDA  could  not  establish  that  the  product  was  unsafe, 
the  manufacturer  was  free  to  proceed  to  market  the  product.  In 
short,  under  the  1938  statute  the  manufacturer  had  the  burden  of 
proof  that  the  product  was  safe,  while  the  Government  had  the 
burden  of  proof  to  disprove  efficacy.  The  1962  Amendments  now  re- 
quired the  manufacturer  to  show  both  safety  and  efficacy. 

Prior  to  1962,  the  manufacturer  was  also  under  no  obligation  to 
report  any  information  on  adverse  findings,  after  the  product  was 
introduced  into  the  market,  that  would  cast  doubt  on  or  disprove 
the  safety  of  the  product.  The  1962  Amendment  required  the  man- 
ufacturer to  keep  the  FDA  advised  of  adverse  experience  and  other 
data  which  would  shed  light  on  the  status  of  the  manufacturer's 
product. 

An  important  feature  of  the  1962  Act  was  the  provision  which 
enabled  the  Food  and  Drug  Administration  to  require  tests  of  effi- 
cacy for  every  product  which  was  subject  to  the  new  drug  provi- 
sions of  the  1938  Act.  In  short,  an  efficacy  review — which  is  still 
going  on — could  be  made  with  respect  to  every  new  drug  intro- 
duced between  1938  and  1962. 


31  Hearings  on  Drug  Safety;  House  Intergovernmental  Relations  Subcommittee,  pt.  1,  pp.  185- 
186;  Mar.  24,  1964. 
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XVIII.  ANIMAL  DRUG  AMENDMENTS  OF  1968 

In  1968,  legislation  was  passed  to  consolidate  provisions  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act  with  respect  to  the  regula- 
tion of  new  animal  drugs.32  Both  the  House  and  the  Senate  reports 
on  the  Amendment  pointed  out  that,  in  many  cases,  the  require- 
ments for  clearance  of  new  drugs  for  administration  to  animals 
were  more  complicated  than  the  clearance  procedures  for  drugs  for 
human  beings.  The  reports  expressed  a  need  for  simplification  of 
the  clearance  procedures  because  the  existing  procedures  had  led 
to  long  delays  in  the  clearance  of  new  animal  drugs. 

Prior  to  the  Amendment,  a  drug  which  was  intended  for  use  in 
animal  feeds  was  regulated  both  as  a  new  drug  under  the  new  drug 
requirements  of  the  Act  and  as  a  food  additive.  This  meant  that 
the  drug  must  be  cleared  under  the  procedures  of  both  sections  of 
the  law.  Where  the  product  was  a  combination  of  drugs  containing 
a  certifiable  antibiotic,  the  product  was  also  regulated  under  the 
antibiotic  section  of  the  Federal  Food,  Drug,  and  Cosmetic  Act. 

The  Amendment  added  a  new  section  to  the  Act,  "new  animal 
drugs",  to  consolidate  into  one  place  the  various  parts  of  the  Act 
which  related  to  drugs  for  administration  to  animals  and  to  animal 
feeds  containing  new  drugs  (including  antibiotics).  A  definition  for 
"new  animal  drug"  and  "animal  drug"  was  also  added  by  the 
Amendment. 

During  the  Congressional  consideration  of  the  proposed  legisla- 
tion, an  attempt  was  made  by  the  House  Committee  on  Interstate 
and  Foreign  Commerce  to  change  the  existing  provisions  of  the  Act 
regarding  the  export  of  animal  drugs  and  feeds.  The  bill,  as  report- 
ed from  that  Committee,  contained  a  provision  to  exempt  those 
new  animal  drugs  and  feeds  intended  for  export  from  the  require- 
ments of  the  Act.  New,  more  lenient  requirements  were  proposed 
for  those  products.  The  requirements  were  that  the  animal  drug  or 
feed  must  (1)  comply  with  the  law  of  that  foreign  country;  (2) 
comply  with  the  specifications  of  the  foreign  purchaser;  and  (3)  be 
labeled  for  export. 

The  Senate  Committee  on  Labor  and  Public  Welfare  was  opposed 
to  this  amendment  and  it  was  omitted  in  Conference.  Any  new 
animal  drug  intended  for  export  must  comply  fully  with  the  re- 
quirements of  the  Federal  Food,  Drug,  and  Cosmetic  Act. 

XIX.  THE  DRUG  LISTING  ACT  OF  1972 

As  of  1972,  the  Food  and  Drug  Administration  had  no  ready 
means  of  determining  what  drugs  were  actually  being  manufac- 
tured and  commercially  distributed  by  establishments  registered 
under  the  Food,  Drug,  and  Cosmetic  Act  except  by  periodic  inspec- 
tion of  the  establishments. 

In  an  effort  to  increase  the  FDA's  regulatory  tools  in  this  area, 
legislation  was  introduced  in  the  92nd  Congress  to  provide  for  a 
current  listing  of  each  drug  manufactured,  prepared,  propagated, 
compounded,  or  processed  by  a  registrant  under  the  Act.  During 
the  hearings  on  the  proposed  legislation,  the  Commissioner  of  the 


32  82  Stat.  342,  90th  Cong.,  2d  sess.;  July  13,  1968. 
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FDA  stated  that  availability  of  a  current  inventory  of  drugs  would 
substantially  assist  in  the  enforcement  of  Federal  laws  requiring 
that  drugs  be  pure,  safe,  effective,  and  properly  labeled.  The  legis- 
lation under  consideration  was  passed  and  signed  into  public  law 
on  August  16,  1972. 32  a 

The  Drug  Listing  Act  required  manufacturers  and  processors  of 
drugs  to  submit  to  the  Secretary  a  list  of  all  drugs  manufactured  or 
processed  for  commercial  distribution.  Any  drug  contained  in  the 
list  which  is  subject  to  the  requirements  of  the  Act  for  new  drugs, 
insulin,  antibiotics,  or  animal  drugs  must  be  accompanied  by  a  ref- 
erence to  the  authority  for  marketing  and  a  copy  of  all  labeling  for 
the  drug.  Those  prescription  drugs  not  subject  to  these  specific  re- 
quirements must  be  accompanied  by  a  copy  of  the  current  labeling, 
and  a  representative  sampling  of  advertisements  for  the  product. 
Over-the-counter  drugs  not  subject  to  requirements  for  new  drugs, 
insulin,  antibiotics,  or  animal  drugs  must  be  accompanied  by  the 
label  and  package  insert  and  a  representative  sampling  of  any 
other  labeling  for  the  drug. 

In  the  case  of  those  drugs  (prescription  or  over-the-counter)  not 
subject  to  the  special  requirements  of  the  Act,  a  quantitative  list- 
ing of  all  active  ingredients  is  to  be  submitted.  The  submission  of  a 
quantitative  listing  of  all  ingredients  (including  inactive  ingredi- 
ents) of  a  particular  drug  may  be  required  if  deemed  necessary  to 
carry  out  the  purposes  of  the  Act.  The  manufacturer  or  processor 
may  also  be  required  to  state  why  he  has  determined  a  particular 
product  is  not  subject  to  the  requirements  for  new  drugs,  insulin, 
antibiotics  or  new  animal  drugs. 

Supplemental  filings  are  required  every  six  months  if  there  has 
been  a  material  change  in  any  information  previously  submitted,  if 
a  drug  is  introduced  for  commercial  distribution  after  the  previous 
filing,  if  a  drug  has  been  discontinued,  or  if  a  previously  discontin- 
ued drug  is  reintroduced. 

The  Act  also  contains  a  number  of  other  provisions  designed  to 
increase  the  efficiency  of  the  FDA  in  regulating  drugs. 

XX.  HEALTH  RESEARCH  AND  HEALTH  SERVICES  AMENDMENTS  OF  1976, 
TITLE  V — FEDERAL  FOOD,  DRUG,  AND  COSMETIC  ACT  AMENDMENTS 
(VITAMINS  AND  MINERALS) 

In  1976,  legislation  was  passed  which  had  the  effect  of  curtailing 
proposed  regulations  of  the  Food  and  Drug  Administration  dealing 
with  the  sale  of  vitamins  and  minerals.33 

For  more  than  ten  years,  FDA  had  tried  to  amend  the  regulation 
dealing  with  special  dietary  foods  and  food  supplements  such  as  vi- 
tamins. A  controversy  erupted  with  considerable  intensity  follow- 
ing the  publication  of  the  FDA's  tentative  orders  in  the  Federal 
Register  of  January  19,  1973.  The  proposed  potency  limits,  labeling 
restrictions,  and  other  matters  brought  on  a  reaction  from  the 
health  food  industry  and  thousands  of  users  of  vitamins  for  supple- 
ments. 


328  86  Stat.  559,  92nd  Cong.,  2d  sess.;  Aug.  16,  1972. 

33  90  Stat.  410,  94th  Congress,  2d  Session;  April  22,  1976. 
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There  was  so  much  controversy  on  the  proposed  FDA  action  that 
an  estimated  one  million  pieces  of  mail  flooded  congressional  of- 
fices.34 Newsweek  said  the  proposed  regulations  engendered  as 
much  mail  as  the  impeachment  proceedings.35 

Objectively  viewed,  there  were  fundamental  issues  on  both  sides. 
FDA  contended  that  research  over  a  long  period  of  time  revealed 
that  vitamins  in  "excess"  could  produce  harmful  effects.  Notable 
examples  were  Vitamins  A  and  D.  Furthermore,  FDA  contended 
false  therapeutic  or  radical  claims  were  being  made  for  some  prod- 
ucts. The  other  side  claimed  the  consumer  was  well  able  to  choose 
those  items  in  their  diet  he/she  required  and  no  "diet  dictation" 
was  necessary.  Civil  libertarians,  both  right  and  left,  professed  fear 
of  governmental  "Big  Brotherism." 

Representative  Craig  Hosmer  introduced  legislation  by  the  end  of 
the  1st  Session  of  the  93d  Congress  to  overturn  the  regulations;  218 
Representatives — a  simple  majority — also  introduced  legislation  to 
overturn  the  regulations.  A  similar  bill  was  introduced  by  Senator 
William  Proxmire  and  was  cosponsored  by  ten  Senators  represent- 
ing a  broad  range  of  political  philosophies. 

The  amendments  passed  both  the  House  and  Senate.  Certain  re- 
strictions were  now  placed  on  the  Secretary  of  Health,  Education, 
and  Welfare. 

The  Secretary  may  not  (a)  establish  maximum  limits  on  the  po- 
tency of  any  synthetic  or  natural  vitamin  or  mineral  within  an  ap- 
plicable supplement;  (b)  classify  any  natural  or  synthetic  vitamin 
or  mineral  as  a  drug  solely  because  it  exceeds  the  level  of  potency 
which  is  nutritionally  rational  and  useful;  (c)  require  the  presence 
in  dietary  supplements  of  nutritionally  essential  vitamins  and  min- 
erals; and  (d)  prohibit  in  dietary  supplements  questionable  addi- 
tional supplements  of  no  nutritional  value.  A  large  number  of 
other  responsibilities  remain  unchanged. 

XXI.  MEDICAL  DEVICE  AMENDMENT  OF  1976 

Medical  devices  such  as  orthopedic  devices  or  pacemakers  and  in- 
strumentation are  used  to  treat  a  wide  variety  of  diseases  and  ill- 
nesses. Prior  to  the  passage  of  the  Medical  Device  Amendment,  the 
Food  and  Drug  Administration  was  forced  to  develop  extensive  evi- 
dence of  harm  before  a  medical  device  could  be  removed  from  the 
market.  Although  the  devices  brought  great  benefits,  they  also 
brought  great  hazards.  It  has  been  estimated  that  1,500  firms 
produce  more  than  12,000  different  medical  devices.  However, 
along  with  this  production,  there  had  been  approximately  600 
deaths  and  more  than  20,000  injuries  as  a  result  of  the  devices  in 
the  ten  year  period,  1961-1971. 

As  expected  there  was  some  resistance  to  the  proposed  regula- 
tions. Different  pieces  of  legislation  were  proposed  for  8  years  prior 
to  the  amendment.  Throughout  this  period,  many  manufacturers 
felt  the  regulations  were  not  necessary  and  would  depress  the  de- 
velopment of  new  devices.  However,  the  great  fear  of  the  industry 
was  the  concept  of  pre-market  clearance. 


34  Congressional  Quarterly  Weekly  Report,  Vol.  32,  pp.  63-67,  Jan.  12,  1974. 
36  Newsweek,  p.  48,  Sept.  2,  1974. 
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Nevertheless,  with  apparently  little  fanfare,  the  amendment  was 
passed  in  an  election  year,  1976. 3  6 
The  law  defines  three  classes  of  devices: 

Class  I.  (General)  Those  devices  which  already  had  controls  and 
which  were  on  the  market  at  the  time  of  enactment.  They  do  not 
require  pre-market  clearance  because  their  safety  and  effectiveness 
was  already  established. 

Class  II.  (Performance  Standards)  Those  devices  for  which  exist- 
ing controls  were  insufficient  but  for  which  there  is  sufficient  infor- 
mation to  establish  performance  standards  to  assure  safety  and  ef- 
fectiveness. 

Class  III.  (Pre-Market  Approval)  Those  devices  which  require  pre- 
market  approval  in  the  absence  of  sufficient  information  to  estab- 
lish performance  standards  or  to  assure  their  safety  and  effective- 
ness. Devices  in  Class  III  are  used  to  sustain  human  life,  are  of  sub- 
stantial importance  in  preventing  impairment  of  human  health,  or 
present  a  potentially  unreasonable  risk  of  illness  or  injury. 

The  new  law  will  be  used  to  determine  the  safety  and  effective- 
ness of  many  future  medical  devices  including  nuclear  powered 
hearts  and  artificial  organs.  It  also  provides  additional  protection 
for  consumers  who  are  not  knowledgeable  about  medical  device 
technology. 

XXII.  THE  SACCHARIN  STUDY  AND  LABELING  ACT 

There  are  approximately  1,100  food  additives  and  40  color  addi- 
tives regulated  for  direct  addition  to  food  under  requirements  of 
the  1958  Food  Additive  Amendment  to  the  Food,  Drug,  and  Cos- 
metic Act.  Because  of  safety  and  anti-cancer  clauses  in  the  Act, 
FDA  is  required  to  ban  from  commerce  any  food  additives  found  to 
be  carcinogenic  in  animals  or  humans  or  otherwise  harmful  to 
health.  Under  the  general  regulations,  a  number  of  additives  and 
colors  were  banned.  On  Mar.  9,  1977,  the  FDA  announced  that  sac- 
charin, the  only  available  artificial  sweetener,  was  found  to  cause 
cancer  in  experimental  animals.  Under  the  "Delaney"  anti-cancer 
clause  of  the  Food,  Drug,  and  Cosmetic  Act,  the  FDA  moved  to  ban 
its  use  in  the  marketplace. 

Public  support  for  the  FDA  initiative,  however,  was  far  from 
overwhelming,  since  saccharin  and  saccharin-containing  products 
are  used  by  millions  of  persons.  During  the  95th  Congress,  several 
congressional  hearings  were  held  to  evaluate  the  medical,  social, 
and  financial  consequences  of  a  ban  on  saccharin,  as  well  as  to  ex- 
amine whether  a  total  prohibition  of  saccharin  or  other  food  addi- 
tives found  to  induce  cancer  in  animals  is  in  the  best  public  inter- 
est. 

Over  100  bills  were  introduced  in  the  95th  Congress  regarding 
the  saccharin  issue  including  the  Food,  Drug,  and  Cosmetic  Act  to 
give  the  FDA  greater  latitude  in  the  control  of  food  additives,  to 
revise  the  standards  for  regulating  food  additives  found  to  induce 
cancer  in  man  or  animals,  and  to  permit  the  continued  use  of  sac- 
charin while  appropriate  tests  are  undertaken  to  evaluate  its  risks 
and  benefits. 


36  90  Stat.  539,  94th  Congress,  2d  Session,  May  28,  1976. 
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On  Nov.  23,  1977,  President  Carter  signed  the  Saccharin  Study 
and  Labeling  Act— P.L.  95-203  (S.  1750).  The  law  requires  that 
within  90  days  of  enactment,  all  packages  of  saccharin  and  food 
containing  saccharin  must  carry  labels  warning  that  the  product 
could  cause  cancer;  the  Food  and  Drug  Administration  cannot  im- 
plement their  proposed  ban  for  18  months;  and  provides  for  a  study 
period  concerning  the  toxicity  and  carcinogenicity  of  saccharin  and 
its  impurities,  the  health  benefits,  if  any,  from  the  use  of  non-nutri- 
tive sweeteners,  and  the  evaluation  of  Federal  regulatory  policy. 

As  required  under  P.L.  95-203,  the  National  Academy  of  Sciences 
released  its  first  study  assessing  the  risks  of  saccharin  in  Novem- 
ber 1978.  The  Academy's  panel  of  experts  concluded  that  saccharin 
is  indeed  a  carcinogen,  although  one  of  low  potency,  as  compared 
with  other  cancer-causing  agents.  The  panel  also  stated  that  addi- 
tional laboratory  tests  to  establish  the  carcinogenicity  of  saccharin 
are  not  needed.  With  this  report  in  mind,  the  96th  Congress  must 
decide  what  action,  if  any,  it  will  take  when  the  present  moratori- 
um expires  on  May  23,  1979. 

Capsule  Legislative  History  of  the  Federal  Food,  Drug,  and 

Cosmetic  Act 

/.  The  Food  and  Drug  Act  of  1906  (S.  88) 
P.L.  59-384;  June  30,  1906. 

Senate  Report  No.  59-8  (Comm.  on  Manufacturers). 
House  Report  No.  59-2118  (Comm.  on  Interstate  and  Foreign 
Commerce). 
Conference  Report  No.  59-5056. 

Feb.  21:  considered  and  passed  Senate. 

June  23:  considered  and  passed  House,  amended. 

June  29:  Senate  agreed  to  conference  report. 

June  29:  House  agreed  to  conference  report. 

i7.  The  Sherley  Amendment  of  1912  (H.R.  11877) 

P.L.  62-301;  Aug.  23,  1912. 
House  Report  No.  62-1138. 

Aug.  19:  considered  and  passed  House. 

Aug.  20:  considered  and  passed  Senate. 

III.  The  Federal  Food,  Drug,  and  Cosmetic  Act  of  1938  (S.  5) 

P.L.  75-717;  June  25,  1938. 
Senate  Report  No.  75-91  (Comm.  on  Commerce). 
Senate  Report  No.  75-152  (amended  report). 
House  Report  No.  75-2139;  supplemental  report,  pt.  II  (Comm.  on 
Interstate  and  Foreign  Commerce). 
Conference  Report  No.  75-2716. 

Mar.  9:  considered  and  passed  Senate. 

June  1:  considered  and  passed  House,  amended. 

June  10:  Senate  agreed  to  conference  report. 

June  13:  House  agreed  to  conference  report. 

IV.  Insulin  and  Antibiotic  Certification  Amendments 


P.L.  77-366;  Dec.  22,  1941  (H.R.  6251) 
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House  Report  No.  77-1542  (Comm.  on  Interstate  and  Foreign 
Commerce). 

Dec.  18:  considered  and  passed  House. 

Dec.  19:  considered  and  passed  Senate. 
P.L.  79-139;  July  6,  1945  (H.R.  3266). 

House  Report  No.  79-702  (Comm.  on  Interstate  and  Foreign  Com- 
merce). 

Senate  Report  No.  79-410  (Comm.  on  Commerce). 

June  19:  considered  and  passed  House. 

July  2:  considered  and  passed  Senate. 
P.L.  80-16;  Mar.  10,  1947  (H.R.  2045). 

House  Report  No.  80-75  (Comm.  on  Interstate  and  Foreign  Com- 
merce). 

Senate  Report  No.  80-45  (S.  445)  (Comm.  on  Interstate  and  For- 
eign Commerce). 

Mar.  3:  considered  and  passed  House. 

Mar.  5:  considered  and  passed  Senate,  in  lieu  of  S.  445. 
P.L.  81-164;  July  13,  1949  (H.R.  3151). 

House  Report  No.  81-499  (Comm.  on  Interstate  and  Foreign  Com- 
merce). 

Senate  Report  No.  81-600  (Comm.  on  Labor  and  Public  Welfare). 

May  16:  considered  and  passed  House. 

July  6:  considered  and  passed  Senate. 
P.L.  87-781;  Oct.  10,  1962  (S.  1552). 
Senate  Report  No.  87-1744  (Comm.  on  the  Judiciary). 
House  Report  No.  87-2464  (H.R.  11581);  supplemental  report,  pt. 
II  (Comm.  on  Interstate  and  Foreign  Commerce). 
Conference  Report  No.  87-2526. 

Aug.  23:  considered  and  passed  Senate. 

Sept.  27:  considered  and  passed  House,  amended,  in  lieu  of 
H.R.  11581. 
Oct.  3:  Senate  agreed  to  conference  report. 
Oct.  4:  House  agreed  to  conference  report. 

V.  Regulatory  Amendments  of  1948  (H.R.  4071) 
P.L.  80-749;  June  24,  1948. 

House  Report  No.  80-807  (Comm.  on  Interstate  and  Foreign  Com- 
merce). 

Senate  Report  No.  80-1221  (Comm.  on  Interstate  and  Foreign 
Commerce). 
Conference  Report  No.  80-2400. 

Jan.  13:  considered  and  passed  House. 

June  15:  considered  and  passed  Senate,  amended. 

June  17:  Senate  agreed  to  conference  report. 

June  18:  House  agreed  to  conference  report. 

VII.  The  Durham-Humphrey  Amendment  of  1951  (H.R.  3298) 
P.L.  82-215;  Oct.  26,  1951. 

House  Report  No.  82-700  (Comm.  on  Interstate  and  Foreign  Com- 
merce). 

Senate  Report  No.  82-946  (Comm.  on  Labor  and  Public  Welfare). 
Aug.  1:  considered  and  passed  House. 
Oct.  15:  considered  and  passed  Senate,  amended. 
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Oct.  17:  House  agreed  to  Senate  amendments. 

VIII.  Factory  Inspection  Amendments  of  1953  (H.R.  5740) 
P.L.  83-217;  Aug.  7,  1953. 

House  Report  No.  83-708  (Comm.  on  Interstate  and  Foreign  Com- 
merce). 

Senate  Report  No.  83-712  (Comm.  on  Labor  and  Public  Welfare). 
July  16:  considered  and  passed  House. 
Aug.  3:  considered  and  passed  Senate,  amended. 
Aug.  3:  House  disagreed  with  Senate  amendment. 
Aug.  3:  Senate  receded  from  amendment. 

IX.  Food  Standard  Amendments  of 1954  (H.R.  6434) 
P.L.  83-335;  Apr.  15,  1954. 

House  Report  No.  83-934  (Comm.  on  Interstate  and  Foreign  Com- 
merce). 

Senate  Report  No.  83-1060  (Comm.  on  Labor  and  Public  Wel- 
fare). 

July  30:  considered  and  passed  House. 
Apr.  5:  considered  and  passed  Senate. 

X.  The  Pesticide  Chemical  Amendment  of  1954  (H.R.  7125) 
P.L.  83-518;  July  22,  1954. 

House  Report  No.  83-1385  (Comm.  on  Interstate  and  Foreign 
Commerce). 

Senate  Report  No.  83-1635  (Comm.  on  Labor  and  Public  Wel- 
fare). 

Apr.  5:  considered  and  passed  House. 

July  6:  considered  and  passed  Senate,  amended. 

July  8:  House  agreed  to  Senate  amendments. 

XL  Orange  Coloring  Amendment  of  1956  (H.R.  7732) 
P.L.  84-672;  July  9,  1956. 

House  Report  No.  84-1982  (Comm.  on  Interstate  and  Foreign 
Commerce). 

Senate  Report  No.  84-2391  (Comm.  on  Labor  and  Public  Wel- 
fare). 

Apr.  6:  considered  and  passed  House. 
July  2:  considered  and  passed  Senate. 

XII.  Food  Standard  Amendments  of  1956  (H.R.  9547) 
P.L.  84-905;  Aug.  1,  1956. 

House  Report  No.  84-2623  (Comm.  on  Interstate  and  Foreign 
Commerce). 

Senate  Report  No.  84-2752  (Comm.  on  Labor  and  Public  Wel- 
fare). 

July  16:  considered  and  passed  House. 
July  23:  considered  and  passed  Senate. 

XIII.  The  Food  Additives  Amendments  of  1958  (H.R.  13254) 
P.L.  85-929;  Sept.  6,  1958. 

House  Report  No.  85-2284  (Comm.  on  Interstate  and  Foreign 
Commerce). 
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Senate  Report  No.  85-2422  (Comm.  on  Labor  and  Public  Wel- 
fare). 

Aug.  13:  considered  and  passed  House. 

Aug.  23:  considered  and  passed  Senate,  amended. 

Aug.  23:  House  agreed  to  Senate  amendments. 

XIV.  Orange  Coloring  (S.  79) 
P.L.  86-2;  Mar.  17,  1959. 

Senate  Report  No.  86-50  (Comm.  on  Labor  and  Public  Welfare). 
House  Report  No.  86-44  (Comm.  on  Interstate  and  Foreign  Com- 
merce). 

House  Report  No.  86-88  (rereported). 

Feb.  9:  considered  and  passed  Senate. 
Mar.  13:  considered  and  passed  House. 

XV.  Insecticide  Amendments  of  1959  (H.R.  6436) 
P.L.  86-139;  Aug.  7,  1959. 

House  Report  No.  86-552  (Comm.  on  Agriculture). 

XX.  Vitamins  and  Minerals 
P.L.  94-278;  April  22,  1976. 

House  reports:  No.  94-498  (Comm.  on  Interstate  and  Foreign 
Commerce)  and  No.  94-1005  (Comm.  of  Conference). 

Senate  reports:  No.  94-509  accompanying  S.  988  (Comm.  on 
Labor  and  Public  Welfare)  and  No.  94-743  (Comm.  of  Conference). 
Congressional  record: 

Vol.  121  (1975):  Oct.  20,  considered  and  passed  House.  Dec. 
11,  considered  and  passed  Senate,  amended,  in  lieu  of  S.  988. 

Vol.  122  (1976):  Apr.  12,  House  and  Senate  agreed  to  confer- 
ence report. 

XXI.  Medical  Device  Amendments  of  1976 
P.L.  94-295;  May  28,  1976. 

House  Reports:  No.  94-853  accompanying  H.R.  11124  (Comm.  on 
Interstate  and  Foreign  Commerce)  and  No.  94-1090  (Comm.  of  Con- 
ference). 

Senate  Report  No.  94-33  (Comm.  on  Labor  and  Public  Welfare). 
Congressional  Record: 

Vol.  121  (1975):  Apr.  17,  considered  and  passed  Senate. 
Vol.  122  (1976):  Mar.  9,  considered  and  passed  House,  amend- 
ed, in  lieu  of  H.R.  11124.  May  13,  House  and  Senate  agreed  to 
conference  report. 

XXII.  Saccharin  Study  and  Labeling  Act 
P.L.  95-203;  Nov.  23,  1977. 

House  Reports:  No.  95-658  accompanying  H.R.  8518  (Comm.  on 
Interstate  and  Foreign  Commerce)  and  No.  95-810  (Comm.  of  Con- 
ference). 

Senate  Reports:  No.  95-353  (Comm.  on  Human  Resources)  and 
No.  95-369  (Comm.  on  Commerce,  Science,  and  Transportation). 
P.L.  95-203;  Nov.  23,  1977. 

Sept.  14,  15,  considered  and  passed  Senate. 
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Oct.  17,  considered  and  passed  House,  amended,  in  lieu  of 
H.R.  8518. 

Nov.  3,  House  agreed  to  conference  report. 
Nov.  4,  Senate  agreed  to  conference  report. 


6.  MEDICAL  TREATMENT  OF  NARCOTIC  ADDICTION 

Section  4  of  the  Comprehensive  Drug  Abuse  Prevention  and 
Control  Act  of  1970 

[Public  Law  91-513] 

MEDICAL  TREATMENT  OF  NARCOTIC  ADDICTION 

Sec.  4.  The  Secretary  of  Health,  Education,  and  Welfare,  after 
consultation  with  the  Attorney  General  and  with  national  organi- 
zations representative  of  persons  with  knowledge  and  experience  in 
the  treatment  of  narcotic  addicts,  shall  determine  the  appropriate 
methods  of  professional  practice  in  the  medical  treatment  of  the 
narcotic  addiction  of  various  classes  of  narcotic  addicts,  and  shall 
report  thereon  from  time  to  time  to  the  Congress. 

Legislative  History  of  the  Comprehensive  Drug  Abuse  Prevention  and 
Control  Act  of  1970 

Enacted  October  27,  1970. 

House  Reports:  No.  91-1444  (pts.  1  and  2)  (Committee  on  Interstate  and  Foreign 
Commerce)  and  No.  91-1603  (Committee  of  Conference). 
Senate  Report  No.  91-613  accompanying  S.  3246  (Committee  on  the  Judiciary). 
Congressional  Record,  vol.  116  (1970): 

Jan.  23,  24,  26-28,  S.  3246  considered  and  passed  Senate. 

Sept.  23,  24,  considered  and  passed  House. 

Oct.  6,  7,  considered  and  passed  Senate,  amended. 

Oct.  8,  14,  House  agreed  to  conference  report. 

Oct.  14,  Senate  agreed  to  conference  report. 
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7.  PIPERIDINE:  EFFECTIVE  DATE  AND  RELATED 
PROVISIONS  RESPECTING  REPORTS 


Title  II  of  Psychotropic  Substances  Act  of  1978 
[Public  Law  95-633] 

Sec.  203.  (a)(1)  Except  as  provided  under  paragraph  (2),  the 
amendments  made  by  this  title  shall  take  effect  on  the  date  of  the 
enactment  of  this  Act. 

(2)  Any  person  required  to  submit  a  report  under  section  310(a)(1) 
of  the  Controlled  Substances  Act  respecting  a  distribution,  sale,  or 
importation  of  piperidine  during  the  90  days  after  the  date  of  the 
enactment  of  this  Act  may  submit  such  report  any  time  up  to  97 
days  after  such  date  of  enactment. 

(3)  Until  otherwise  provided  by  the  Attorney  General  by  regula- 
tion, the  information  required  to  be  reported  by  a  person  under  sec- 
tion 310(a)(1)  of  the  Controlled  Substances  Act  (as  added  by  section 
202(a)(2)  of  this  title)  with  respect  to  the  person's  distribution,  sale, 
or  importation  of  piperidine  shall — 

(A)  be  the  information  described  in  subparagraphs  (A)  and 
(B)  of  such  section,  and 

(B)  except  as  provided  in  paragraph  (2)  of  this  subsection,  be 
reported  not  later  than  seven  days  after  the  date  of  such  distri- 
bution, sale,  or  importation. 

(b)  The  Attorney  General  shall — 

(1)  first  publish  proposed  interim  regulations  to  carry  out  the 
requirements  of  section  310(a)  of  the  Controlled  Substances  Act 
(as  added  by  section  202(a)(2)  of  this  title)  not  later  than  30 
days  after  the  date  of  the  enactment  of  this  Act,  and 

(2)  first  promulgate  final  interim  regulations  to  carry  out 
such  requirements  not  later  than  75  days  after  the  date  of  the 
enactment  of  this  Act,  such  final  interim  regulations  to  be  ef- 
fective with  respect  to  distributions,  sales,  and  importations  of 
piperidine  on  and  after  the  ninety-first  day  after  the  date  of 
the  enactment  of  this  Act. 

(c)  The  Attorney  General,  after  consultation  with  the  Secretary 
of  Health,  Education,  and  Welfare,  shall  analyze  and  evaluate  the 
impact  and  effectiveness  of  the  amendments  made  by  this  title,  in- 
cluding the  impact  on  the  illicit  manufacture  and  use  of  phencycli- 
dine  and  the  impact  of  the  requirements  imposed  by  such  amend- 
ments on  legitimate  distributions  and  uses  of  piperidine.  Not  later 
than  March  1,  1980,  the  Attorney  General  shall  report  to  the  Presi- 
dent and  the  Congress  on  such  analysis  and  evaluation  and  shall 
include  in  such  report  such  recommendations  as  the  Attorney  Gen- 
eral deems  appropriate. 
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8.  SACCHARIN  AND  FOOD  SAFETY  STUDY 


Sections  2  and  3  of  the  Saccharin  Study  and  Labeling  Act 
[Public  Law  95-203] 

Sec.  2.  (a)(1)  The  Secretary  of  Health,  Education,  and  Welfare 
(hereinafter  in  this  Act  referred  to  as  the  "Secretary")  shall  ar- 
range, in  accordance  with  subsection  (b),  for  the  conduct  of  a  study, 
based  on  available  information,  of— 

(A)  current  technical  capabilities  to  predict  the  direct  or  sec- 
ondary carcinogenicity  or  other  toxicity  in  humans  of  sub- 
stances which  are  added  to,  become  a  part  of,  or  naturally 
occur  in,  food  and  which  have  been  found  to  cause  cancer  in 
animals; 

(B)  the  direct  and  indirect  health  benefits  and  risks  to  indi- 
viduals from  foods  which  contain  carcinogenic  or  other  toxic 
substances; 

(C)  the  existing  means  of  evaluating  the  risks  to  health  from 
the  carcinogenicity  or  other  toxcity  of  such  substances,  the  ex- 
isting means  of  evaluating  the  health  benefits  of  foods  contain- 
ing such  substances,  and  the  existing  statutory  authority  for, 
and  appropriateness  of,  weighing  such  risks  against  such  bene- 
fits; 

(D)  instances  in  which  requirements  to  restrict  or  prohibit 
the  use  of  such  substances  do  not  accord  with  the  relationship 
between  such  risks  and  benefits;  and 

(E)  the  relationship  between  existing  Federal  food  regulatory 
policy  and  existing  Federal  regulatory  policy  applicable  to  car- 
cinogenic and  other  toxic  substances  used  as  other  than  foods. 

(2)  The  Secretary  shall  arrange,  in  accordance  with  subsection 
(b),  for  the  conduct  of  a  study  to  determine,  to  the  extent  feasible — 

(A)  the  chemical  identity  of  any  impurities  contained  in  com- 
mercially used  saccharin, 

(B)  the  toxicity  or  potential  toxicity  of  any  such  impurities, 
including  their  carcinogenicity  or  potential  carcinogenicity  in 
humans,  and 

(C)  the  health  benefits,  if  any,  to  humans  resulting  from  the 
use  of  nonnutritive  sweeteners  in  general  and  saccharin  in  par- 
ticular. 

(b)(1)  The  Secretary  shall  first  request  the  National  Academy  of 
Sciences  (hereinafter  in  this  section  referred  to  as  the  "Academy"), 
acting  through  appropriate  units,  to  conduct  the  studies,  required 
by  subsection  (a),  under  an  arrangement  whereby  the  actual  ex- 
penses incurred  by  the  Academy  directly  related  to  the  conduct  of 
such  studies  will  be  paid  by  the  Secretary.  If  the  Academy  agrees 
to  such  request,  the  Secretary  shall  enter  into  such  an  agreement 
with  the  Academy. 
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(2)  If  the  Academy  declines  the  Secretary's  request  to  conduct 
any  such  study  under  such  an  arrangement,  then  the  Secretary 
shall  enter  into  a  similar  arrangement  with  another  appropriate 
public  or  nonprofit  private  entity  to  conduct  such  study. 

(3)  Any  arrangement  entered  into  under  paragraph  (1)  or  (2)  of 
this  subsection  for  the  conduct  of  a  study  shall  require  that  such 
study  be  completed  and  report  thereon  be  submitted  within  such 
period  as  the  Secretary  may  require  to  meet  the  requirements  of 
subsection  (c). 

(cXD  Within  12  months  of  the  date  of  the  enactment  of  this  Act 
the  Secretary  shall  report  to  the  Committee  on  Human  Resources 
of  the  Senate  and  the  Committee  on  Interstate  and  Foreign  Com- 
merce of  the  House  of  Representatives  (A)  the  results  of  the  study 
conducted  pursuant  to  subsection  (a)(2)  (including  supporting  data 
and  other  materials  provided  by  the  entity  which  conducted  the 
study),  and  (B)  any  action  proposed  to  be  taken  on  the  basis  of  the 
results  of  the  study. 

(2)  Within  15  months  of  the  date  of  the  enactment  of  this  Act  the 
Secretary  shall  report  to  the  Committee  on  Human  Resources  of 
the  Senate  and  the  Committee  on  Interstate  and  Foreign  Com- 
merce of  the  House  of  Representatives  (A)  the  results  of  the  studies 
(including  supporting  data  and  other  materials  provided  by  the 
entity  which  conducted  the  study)  conducted  pursuant  to  subsec- 
tion (a)(1),  (B)  the  recommendations,  if  any,  of  such  entity  for  legis- 
lative and  administrative  action,  and  (C)  such  recommendations  for 
legislative  action  as  the  Secretary  deems  necessary. 

(d)  For  purposes  of  this  section  and  section  3,  the  term  "saccha- 
rin" includes  calcium  saccharin,  sodium  saccharin,  and  ammonium 
saccharin. 

Sec.  3.  During  the  period  ending  May  1,  1992,  the  Secretary — 

(1)  may  not  amend  or  revoke  the  interim  food  additive  regu- 
lation of  the  Food  and  Drug  Administration  of  the  Department 
of  Health,  Education,  and  Welfare  applicable  to  saccharin  and 
published  on  March  15,  1977  (section  180.37  of  part  180,  sub- 
chapter B,  chapter  1,  title  21,  Code  of  Federal  Regulations  (42 
Fed.  Reg.  14638)),  or 

(2)  may,  except  as  provided  in  section  4  and  the  amendments 
made  by  such  section,  not  take  any  other  action  under  the  Fed- 
eral Food,  Drug,  and  Cosmetic  Act  to  prohibit  or  restrict  the 
sale  or  distribution  of  saccharin,  any  food  permitted  by  such 
interim  food  additive  regulation  to  contain  saccharin,  or  any 
drug  or  cosmetic  containing  saccharin, 

solely  on  the  basis  of  the  carcinogenic  or  other  toxic  effect  of  sac- 
charin as  determined  by  any  study  made  available  to  the  Secretary 
before  the  date  of  the  enactment  of  this  Act  which  involved  human 
studies  or  animal  testing,  or  both. 
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the  1972  Protocol  Amending  the  Single  Convention 
on  Narcotic  Drugs,  1961 

including  Schedules;  Final  Acts  and  Resolutions  as  agreed  by  the  1961 
United  Nations  Conference  fov  the  Adoption  of  a  Single  Convention 
on  Narcotic  Drugs  and  by  the  1972  United  Nations  Conference  to 
Consider  Amendments  to  the  Single  Convention  on  Narcotic  Drugs, 

1961,  respectively 


UNITED  NATIONS 
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FINAL  ACT  OF  THE  UNITED  NATIONS  CONFERENCE 
FOR  THE  ADOPTION  OF  A  SINGLE  CONVENTION 
ON  NARCOTIC  DRUGS 

1.  The  Economic  and  Social  Council  of  the  United  Nations,  by  resolution 
689  J  (XXVI)  of  28  July  1958,  decided  to  convene  in  accordance  with 
Article  62,  paragraph  4,  of  the  Charter  of  the  United  Nations,  and  with  the 
provisions  of  General  Assembly  resolution  366  (IV)  of  3  December  1949,  a 
plenipotentiary  conference  for  the  adoption  of  a  single  convention  on  narcotic 
drugs  to  replace  by  a  single  instrument  the  existing  multilateral  treaties  in  the 
field,  to  reduce  the  number  of  international  treaty  organs  exclusively  concerned 
with  control  of  narcotic  drugs,  and  to  make  provision  for  the  control  of  the 
production  of  raw  materials  of  narcotic  drugs. 

2.  The  United  Nations  Conference  for  the  Adoption  of  a  Single  Con- 
vention on  Narcotic  Drugs  met  at  United  Nations  Headquarters  from  24  January 
to  25  March  1961. 

3.  The  following  seventy-three  States  were  represented  by  representatives 


at  the  Conference: 

Afghanistan 

El  Salvador 

Liberia 

Albania 

Finland 

Madagascar 

Argentina 

France 

Mexico 

Australia 

Germany,  Federal 

Monaco 

Bolivia 

Republic  of 

Morocco 

Brazil 

Ghana 

Netherlands 

Bulgaria 

Greece 

New  Zealand 

Burma 

Guatemala 

Nicaragua 

Byelorussian  Soviet 

Haiti 

Nigeria 

Socialist  Republic 

Holy  See 

Norway 

Cambodia 

Hungary 

Pakistan 

Canada 

India 

Panama 

Chad 

Indonesia 

Paraguay 

Chile 

Iran 

Peru 

China 

Iraq 

Philippines 

Congo  (L£opoldville) 

Israel 

Poland 

Costa  Rica 

Italy 

Portugal 

Czechoslovakia 

Japan 

Romania 

Dahomey 

Jordan 

Senegal 

Denmark 

Korea,  Republic  of 

Spain 

Dominican  Republic 

Lebanon 

Sweden 
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Switzerland 


Union  of  Soviet 


United  States  of 


Thailand 

Tunisia 

Turkey 


United  Arab  Republic 


United  Kingdom  of 
Great  Britain  and 
Northern  Ireland 


Socialist  Republics 


America 
Uruguay 
Venezuela 
Yugoslavia 


Ukrainian  Soviet 
Socialist  Republic 


4.  The  following  State  was  represented  by  an  observer  at  the  Conference: 
Ceylon 

5.  TTie  following  specialized  agencies  were  represented  at  the  Conference: 
Food  and  Agriculture  Organization  of  the  United  Nations; 
International  Civil  Aviation  Organization; 

International  Labour  Organisation; 
World  Health  Organization. 

6.  The  following  international  bodies  were  represented  at  the  Conference: 
Permanent  Central  Opium  Board; 

Drug  Supervisory  Body. 

7.  The  following  non-governmental  organizations  were  also  represented  at 
the  Conference: 

International  Conference  of  Catholic  Charities; 
International  Criminal  Police  Organization; 
International  Federation  of  Women  Lawyers. 

8.  Genera]  Safwat,  Director  of  the  Permanent  Anti-Narcotics  Bureau  of  the 
League  of  Arab  States,  at  the  invitation  of  the  Conference,  also  attended  in  a 
personal  capacity. 

9.  In  accordance  with  the  resolution  of  the  Economic  and  Social  Council 
referred  to  in  paragraph  1  and  with  the  rules  of  procedure  adopted  by  the 
Conference,  the  observers  and  the  representatives  of  the  above-mentioned 
organizations  and  bodies  participated  in  the  work  of  the  Conference  without  the 
right  to  vote. 

10.  The  Conference  elected  Mr.  Carl  Schumann  (Netherlands)  as  Presi- 
dent, and  as  Vice-Presidents  the  representatives  of  the  following  States: 

Afghanistan  Peru 

Brazil  Switzerland 

Dahomey  Thailand 

France  Turkey 

Hungary  United  Arab  Republic 

India  United  Kingdom  of  Great  Britain  and 

Inn  Northern  Ireland 

Japan  Union  of  Soviet  Socialist  Republics 

Mexico  United  States  of  America 


Pakistan 
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11.  The  Executive  Secretary  of  the  Conference  was  Mr.  G.  E.  Yates,  and 
the  Deputy  Executive  Secretary  was  Mr.  Adolf  Lande. 

12.  The  Conference  had  before  it,  in  accordance  with  the  resolution  of  the 
Economic  and  Social  Council,  the  third  draft  of  a  single  convention  on  narcotic 
drugs  prepared  by  the  Commission  on  Narcotic  Drugs  of  the  Council  and  a 
compilation  of  the  comments  thereon;  it  also  had  before  it  other  documentation 
prepared  by  the  Secretariat. 

13.  The  Conference  set  up  the  following  committees: 
General  Committee 

Chairman:  The  President  of  the  Conference 
Ad  Hoc  Committee  on  articles  2  and  3  of  the  Third  Draft  (Scope  of  the 

Convention  and  Method  of  Bringing  Additional  Substances  under  Control) 

Chairman:  Mr.  A.  Tabibi  (Afghanistan) 
Ad  Hoc  Committee  on  articles  25,  30  and  40-43  (National  Control  in  General) 

Chairman:  Mr.  B.  Banerji  (India) 
Ad  Hoc  Committee  on  articles  31-34  (National  Control  of  Opium  Poppy  and 

Poppy  Straw) 

Chairman:  Mr.  L.  Ignacio-Pinto  (Dahomey) 

Vice-Chairman :  Mr.  J.  Koch  (Denmark) 
Ad  Hoc  Committee  on  articles  35-38  (National  Control  of  Coca  Leaf) 

Chairman:  Mr.  K.  Chikaraishi  (Japan) 
Ad  Hoc  Committee  on  article  39  (National  Control  of  Cannabis) 

Chairman:  Mr.  B.  Grinberg  (Bulgaria) 
Ad  Hoc  Committee  on  articles  26,  27-29,  20-21,  4  (Information  to  be  furnished 

by  Governments;  the  system  of  estimates  and  statistics;  obligations  of 

Governments  in  general) 

Chairman:  Mr.  E.  Rodriguez  Fabregat  (Uruguay) 
Vice-Chairman:  Mr.  J.  Bertschinger  (Switzerland) 
Ad  Hoc  Committee  on  article  22  (Measures  exercisable  by  the  Board  in  case  of 
non-compliance) 

Chairman:  Mr.  A.  Gurinovich  (Byelorussian  SSR) 
Ad  Hoc  Committee  on  articles  5-11,  13-19,  23  (Constitution,  Functions  and 

Secretariat  of  International  Organs) 

Chairman:  Mr.  H.  Blomstedt  (Finland) 
Ad  Hoc  Committee  on  articles  44-46  (Direct  Measures  against  the  Illicit  Traffic) 

Chairman:  Mr.  A.  Bittencourt  (Brazil) 
Technical  Committee 

Chairman:  Mr.  A.  Johnson  (Australia) 

Vice-Chairman:  Mr.  A.  Ismael  (United  Arab  Republic) 
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Drafting  Committee 

Chairman:  Mr.  R.  Curran  (Canada) 

Vice-Chairman:  Mr.  D.  Nikolid  (Yugoslavia) 
Ctedentials  Committee 

Chairman:  Mr.  G.  Ortiz  (Costa  Rica) 

14.  As  the  result  of  its  deliberations,  as  recorded  in  the  summary  records 
of  the  Plenary  and  the  summary  records  and  reports  of  the  committees,  the 
Conference  adopted1  and  opened  for  signature  the  Single  Convention  on 
Narcotic  Drugs,  1961.  In  addition  the  Conference  adopted  the  five  resolutions 
annexed  to  this  Final  Act. 

IN  WITNESS  WHEREOF  the  representatives  have  signed  this  Final  Act. 

DONE  at  New  York,  this  thirtieth  day  of  March  one  thousand  nine 
hundred  and  sixty-one,  in  a  single  copy  in  the  Chinese,  English,  French,  Russian 
and  Spanish  languages,  each  text  being  equally  authentic.  The  original  texts  shall 
be  deposited  with  the  Secretary-General  of  the  United  Nations. 


The  Conference  took  note  that  the  Convention  was  approved  without  prejudice  to 
decisions  or  declarations  in  any  relevant  Genera]  Assembly  resolution. 


503 


NARCOTIC  DRUGS 


RESOLUTIONS 
ADOPTED  BY  THE  UNITED  NATIONS  CONFERENCE 
FOR  THE  ADOPTION  OF  A  SINGLE  CONVENTION 
ON  NARCOTIC  DRUGS 


Resolution  I 
TECHNICAL  ASSISTANCE  ON  NARCOTIC  DRUGS 
The  Conference, 

Welcoming  the  establishment  by  General  Assembly  resolution  1395  (XIV) 
of  special  arrangements  for  technical  assistance  in  the  field  of  narcotics  control, 

Noting  that  the  United  Nations  and  the  specialized  agencies  concerned  have 
already  provided  a  limited  amount  of  assistance  under  the  Expanded  Programme 
of  Technical  Assistance  and  in  their  regular  programmes, 

Welcoming  also  the  co-operation  of  the  International  Criminal  Police 
Organization  in  the  execution  of  technical  assistance  projects, 

Expresses  the  hope  that  adequate  resources  will  be  made  available  to 
provide  assistance  in  the  fight  against  the  illicit  traffic,  to  those  countries  which 
desire  and  request  it,  particularly  in  the  form  of  expert  advisers  and  of  training, 
including  training  courses  for  national  officials. 


Resolution  II 
TREATMENT  OF  DRUG  ADDICTS 

The  Conference, 

Recalling  the  provisions  of  article  38  of  the  Convention  concerning  the 
treatment  and  rehabilitation  of  drug  addicts, 

1.  Declares  that  one  of  the  most  effective  methods  of  treatment  for 
addiction  is  treatment  in  a  hospital  institution  having  a  drug  free  atmosphere; 

2.  Urges  Parties  having  a  serious  drug  addiction  problem,  and  the  ecorci. 
means  to  do  so,  to  provide  such  facilities. 
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Resolution  III 
ILLICIT  TRAFFICKERS 

The  Conference, 

1.  Calls  attention  to  the  importance  of  the  technical  records  on 
international  traffickers  kept  at  present  by  the  International  Criminal  Police 
Organization; 

2.  Recommends  that  these  records  be  completed  as  far  as  possible  by 
all  parties  and  be  widely  used  for  the  circulation  of  description  of  the  traffickers 
by  that  Organization. 

Resolution  IV 

MEMBERSHIP  OF  THE  COMMISSION  ON  NARCOTIC  DRUGS 
The  Conference 

Invites  the  Economic  and  Social  Council  to  examine  at  its  thirty-second 
session  the  question  of  an  increase  in  the  membership  of  the  Commission  on 
Narcotic  Drugs,  in  the  light  of  the  terms  of  this  Convention  and  of  the  views 
expressed  on  this  question  at  this  Conference. 

Resolution  V 
INTERNATIONAL  CONTROL  MACHINERY 

The  Conference, 

Considering  the  importance  of  facilitating  the  transitional  arrangements 
provided  for  in  article  45  of  the  Single  Convention  on  Narcotic  Drugs,  1961, 

Invites  the  Economic  and  Social  Council  to  study  the  possibility  of  taking 
measures  which  would  ensure  the  rapid  and  smooth  carrying  out  of  the 
simplification  of  the  international  control  machinery. 
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FINAL  ACT  OF  THE  UNITED  NATIONS  CONFERENCE  TO 
CONSIDER  AMENDMENTS  TO  THE  SINGLE  CONVENTION 
ON  NARCOTIC  DRUGS,  1961 

1.  The  Eonomlc  and  Social  Council  of  the  United  Nations,  noting  that 
amendments  had  been  proposed  to  the  Single  Convention  on  Narcotic  Drugs, 
1961,  and  bearing  in  mind  article  47  of  that  Convention,  decided  by  its 
resolution  1577  (L)  of  21  May  1971  to  call,  in  accordance  with  Article  62, 
paragraph  4,  of  the  Charter  of  the  United  Nations  a  conference  of  plenipoten- 
tiaries to  consider  all  amendments  proposed  to  the  Single  Convention  on 
Narcotic  Drugs,  1961. 

2.  The  United  Nations  Conference  to  consider  amendments  to  the  Single 
Convention  on  Narcotic  Drugs,  1961,  met  at  the  United  Nations  Office  at 
Geneva  from  6  to  24  March  1972. 

3.  The  following  97  States  were  represented  by  representatives  at  the 
Conference: 

Afghanistan  Ecuador 
Algeria  Egypt 


Argentina 
Australia 
Austria 
Belgium 
Bolivia 
Brazil 
Bulgaria 
Burma 
Burundi 

Byelorussian  Soviet 


El  Salvador 
Federal  Republic  of  Germany 
Finland 
France 
Gabon 
Gambia 
Ghana 
Greece 
Guatemala 
Haiti 
Holy  See 
Hungary 
India 
Indonesia 
Iran 
Iraq 
Ireland 
Israel 
Italy 

Ivory  Coast 
Jamaica 


Socialist  Republic 
Canada 
Ceylon 
Chile 
Colombia 
Costa  Rica 
Cuba 
Cyprus 

Czechoslovakia 

Dahomey 

Denmark 
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Japan 
Jordan 
Kenya 

Khmer  Republic 
Kuwait 
Laos 
Lebanon 
Liberia 

Libyan  Arab  Republic 
Liechtenstein 
Luxembourg 
Madagascar 
Malawi 
Mexico 
Monaco 

Mongolian  People's  Republic 
Morocco 
Netherlands 
New  Zealand 
Nicaragua 
Niger 
Nigeria 
Norway 
Pakistan 
Panama 
Peru 

Philippines 
Poland 

4.  The  following  States  were  represented  by  observers  at  the  Conference: 
Cameroon  Malta 

Dominican  Republic  Romania 
Malaysia 

5.  The  Economic  and  Social  Council,  by  its  resolution  1577  (L),  requested 
the  Secretary -General  to  invite  to  the  Conference  the  World  Health  Organization 
and  other  interested  specialized  agencies,  the  International  Narcotics  Control 
Board  and  the  International  Criminal  Police  Organization.  The  World  Health 
Organization,  the  International  Narcotics  Control  Board  and  the  International 
Criminal  Police  Organization  were  represented  at  the  Conference. 

6.  The  Conference  elected  Mr.  K.  B.  Asante  (Ghana)  as  President  of  the 
Conference,  Mr.  D.  Nikolid  (Yugoslavia)  as  First  Vice-President,  and  as  the  other 
Vice-Presidents  the  representatives  of  the  following  States: 

Argentina  France 
Egypt  India 


Portugal 

Republic  of  Korea 

Republic  of  Viet-Nam 

Saudi  Arabia 

Senegal 

Sierra  Leone 

Singapore 

South  Africa 

Spain 

Sudan 

Sweden 

Switzerland 

Thailand 

Togo 

Tunisia 

Turkey 

Ukrainian  Soviet  Socialist 

Republic 
Union  of  Soviet  Socialist 

Republics 
United  Kingdom  of  Great 

Britain  and  Northern  Ireland 
United  States  of  America 
Uruguay 
Venezuela 
Yugoslavia 
Zaire 
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Lebanon 

Mexico 

Turkey 


United  Kingdom  of  Great  Britain  and 

Northern  Ireland 
United  States  of  America 


Union  of  Soviet  Socialist  Republics 

7.  Mr.  V.  Winspeare-Cuicciardi,  Director-General  of  the  United  Nations 
Office  at  Geneva,  was  the  representative  of  the  Secretary-General  of  the  United 
Nations.  The  Executive  Secretary  of  the  Conference  was  Dr.  V.  Kusevid,  the 
Legal  Adviser  of  the  Conference  was  Mr.  G.  Wattles  and  the  Deputy  Executive 
Secretary  and  Deputy  Legal  Adviser  was  Mr.  P.  Raton. 

8.  The  Conference  had  before  it  the  amendments  to  the  Single  Convention 
on  Narcotic  Drugs,  1961,  which  were  proposed  by  States  participating  in  the 
Conference. 

9.  The  Conference  set  up  the  following  committees: 
General  Committee 

Chairman:  The  President  of  the  Conference 
Committee  I 

Chairman:  Dr.  R.  A.  Chapman  (Canada) 
Committee  II 

Chairman:  Dr.  Bela  Boles  (Hungary) 
Drafting  Committee 

Chairman:  Mr.  J-P,  Bertschinger  (Switzerland) 
Credentials  Committee 

Chairman:  Mr.  J.  W.  Lennon  (Ireland)  ' 

10.  Committee  I  established  a  working  group  on  article  14,  the  Chairman 
of  which  was  Mr.  A.  C.  Kirca  (Turkey). 

11.  As  a  result  of  its  deliberations,  as  recorded  in  the  summary  records  of 
the  Plenary  and  Committees  I  and  II,  the  Conference  adopted  and  opened  for 
signature  the  Protocol  amending  the  Single  Convention  on  Narcotic  Drugs,  1961. 
In  addition,  the  Conference  adopted  three  resolutions  annexed  to  this  Final  Act. 

DONE  at  Geneva,  this  twenty-fifth  day  of  March,  one  thousand  nine 
hundred  and  seventy-two,  in  a  single  copy  in  the  English,  French,  Russian  and 
Spanish  languages,  each  text  being  equally  authentic.  The  original  text  shall  be 
deposited  with  the  Secretary-General  of  the  United  Nations. 


IN  WITNESS  WHEREOF  the  representatives  have  signed  this  Final  Act. 
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RESOLUTIONS 
ADOPTED  BY  THE  UNITED  NATIONS  CONFERENCE 
TO  CONSIDER  AMENDMENTS  TO  THE  SINGLE  CONVENTION 
ON  NARCOTIC  DRUGS,  1961 

Resolution  I 

SECRETARIAT  OF  THE  INTERNATIONAL  NARCOTICS  CONTROL  BOARD 
The  Conference, 

Considering  that  the  measures  adopted  by  the  Economic  and  Social  Council 
in  its  resolution  1 196  (XLII)  of  16  May  1967  (1464th  plenary  meeting)  met  the 
wishes  of  the  States  Parties  to  the  Single  Convention  on  Narcotic  Drugs,  1961, 
and  to  the  earlier  conventions  still  in  force, 

Recommends  the  continuation  of  the  system  which  was  instituted  by  the 
Secretary-General  of  the  United  Nations  and  whose  main  provisions  are  as 
follows: 

1.  The  International  Narcotics  Control  Board  (hereinafter  referred  to  as 
the  Board)  has  a  secretariat  distinct  from  the  Division  of  Narcotic  Drugs; 

2.  That  secretariat  is  an  integral  part  of  the  Secretariat  of  the  United 
Nations;  while  under  the  full  administrative  control  of  the  Secretary-General,  it 
is  bound  to  carry  out  the  decisions  of  the  Board; 

3.  The  members  of  the  secretariat  are  appointed  or  assigned  by  the 
Secretary-General;  the  head  of  that  secretariat  is  appointed  or  assigned  in 
consultation  with  the  Board. 

Resolution  II 
ASSISTANCE  IN  NARCOTICS  CONTROL 

The  Conference, 

Recalling  that  assistance  to  developing  countries  is  a  concrete  manifestation 
of  the  will  of  the  international  community  to  honour  the  commitment 
contained  in  the  United  Nations  Charter  to  promote  the  social  and  economic 
progress  of  all  peoples, 

Recalling  the  special  arrangements  made  by  the  United  Nations  General 
Assembly  under  its  resolution  1395  (XIV)  with  a  view  to  the  provision  of 
technical  assistance  for  drug  abuse  control, 
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Welcoming  the  establishment  pursuant  to  United  Nations  General  Assembly 
resolution  2719  (XXV),  of  a  United  Nations  Fund  for  Drug  Abuse  Control, 

Noting  that  the  Conference  has  adopted  a  new  article  14  bis  concerning 
technical  and  financial  assistance  to  promote  more  effective  execution  of  the 
provisions  of  the  Single  Convention  on  Narcotic  Drugs,  1961, 

1.  Declares  that,  to  be  more  effective,  the  measures  taken  against  drug 
abuse  must  be  co-ordinated  and  universal; 

2.  Declares  further  that  the  fulfilment  by  the  developing  countries  of  their 
obligations  under  the. Convention  will  be  facilitated  by  adequate  technical  and 
financial  assistance  from  the  international  community. 

Resolution  III 

SOCIAL  CONDITIONS  AND  PROTECTION  AGAINST  DRUG  ADDICTION 
The  Conference, 

Recalling  that  the  Preamble  to  the  Single  Convention  on  Narcotic  Drugs, 
1961,  states  that  the  Parties  to  the  Convention  are  "concerned  with  the  health 
and  welfare  of  mankind"  and  are  "conscious  of  their  duty  to  prevent  and 
combat**  the  evil  of  drug  addiction, 

Considering  that  the  discussions  at  the  Conference  have  given  evidence  of 
the  desire  to  take  effective  steps  to  prevent  drug  addiction, 

Considering  that,  while  drug  addiction  leads  to  personal  degradation  and 
social  disruption,  it  happens  very  often  that  the  deplorable  social  and  economic 
conditions  in  which  certain  individuals  and  certain  groups  are  living  predispose 
them  to  drug  addiction, 

Recognizing  that  social  factors  have  a  certain  and  sometimes  preponderant 
influence  on  the  behaviour  of  individuals  and  groups, 

Recommends  that  the  Parties: 

1.  Should  bear  in  mind  that  drug  addiction  is  often  the  result  of  an 
unwholesome  social  atmosphere  in  which  those  who  are  most  exposed  to  the 
danger  of  drug  abuse  live; 

2.  Should  do  everything  in  their  power  to  combat  the  spread  of  the  illicit 
use  of  drugs; 

3.  Should  develop  leisure  and  other  activities  conducive  to  the  sound 
physical  and  psychological  health  of  young  people. 
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SINGLE  CONVENTION  ON  NARCOTIC  DRUGS,  1961, 
AS  AMENDED  BY  THE  1972  PROTOCOL  AMENDING 
THE  SINGLE  CONVENTION  ON  NARCOTIC  DRUGS,  1961 


PREAMBLE 

The  Parties, 

Concerned  with  the  health  and  welfare  of  mankind, 

Recognizing  that  the  medical  use  of  narcotic  drugs  continues  to  be 
indispensable  for  the  relief  of  pain  and  suffering  and  that  adequate  provision 
must  be  made  to  ensure  the  availability  of  narcotic  drugs  for  such  purposes, 

Recognizing  that  addiction  to  narcotic  drugs  constitutes  a  serious  evil  for 
the  individual  and  is  fraught  with  social  and  economic  danger  to  mankind, 

Conscious  of  their  duty  to  prevent  and  combat  this  evil, 

Considering  that  effective  measures  against  abuse  of  narcotic  drugs  require 
co-ordinated  and  universal  action, 

Understanding  that  such  universal  action  calls  for  international  co-oper- 
ation guided  by  the  same  principles  and  aimed  at  common  objectives, 

Acknowledging  the  competence  of  the  United  Nations  in  the  field  of 
narcotics  control  and  desirous  that  the  international  organs  concerned  should  be 
within  the  framework  of  that  Organization, 

Desiring  to  conclude  a  generally  acceptable  international  convention 
replacing  existing  treaties  on  narcotic  drugs,  limiting  such  drugs  to  medical  and 
scientific  use,  and  providing  for  continuous  international  co-operation  and 
control  for  the  achievement  of  such  aims  and  objectives, 

Hereby  agree  as  follows:2 


2  Note  by  the  Secretariat:  The  Preamble  to  the  Protocol  Amending  the  Single 
Convention  on  Narcotic  Drugs,  1961,  reads  as  follows: 
"The  Parties  to  the  Present  Protocol 

"Considering  the  provisions  of  the  Single  Convention  on  Narcotic  Drugs,  1961, 
done  at  New  York  on  30  March  1961  (hereinafter  called  the  Single  Convention), 
"Desiring  to  amend  the  Single  Convention, 
"Hate  agreed  as  follows:** 
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Article  1 
DEFINITIONS 

1.  Except  where  otherwise  expressly  indicated  or  where  the  context 
otherwise  requires,  the  following  definitions  shall  apply  throughout  the 
Convention: 

(a)  "Board*'  means  the  International  Narcotics  Control  Board, 

(b)  "Cannabis"  means  the  flowering  or  fruiting  tops  of  the  cannabis  plant 
(excluding  the  seeds  and  leaves  when  not  accompanied  by  the  tops)  from  which 
the  resin  has  not  been  extracted,  by  whatever  name  they  may  be  designated. 

(c)  "Cannabis  plant"  means  any  plant  of  the  genus  Cannabis, 

(d)  "Cannabis  resin"  means  the  separated  resin,  whether  crude  or  purified, 
obtained  from  the  cannabis  plant. 

(e)  "Coca  bush"  means  the  plant  of  any  species  of  the  genus  Erythroxylon. 
if)  "Coca  leaf'  means  the  leaf  of  the  coca  bush  except  a  leaf  from  which 

all  ecgonine,  cocaine  and  any  other  ecgonine  alkaloids  have  been  removed. 

(g)  "Commission"  means  the  Commission  on  Narcotic  Drugs  of  the 
Council. 

(h)  "Council"  means  the  Economic  and  Social  Council  of  the  United 
Nations. 

(0  "Cultivation"  means  the  cultivation  of  the  opium  poppy,  coca  bush  or 
cannabis  plant. 

if)  "Drug"  means  any  of  the  substances  in  Schedules  I  and  II,  whether 
natural  or  synthetic. 

(k)  "General  Assembly"  means  the  General  Assembly  of  the  United 
Nations. 

(0  "Illicit  traffic"  means  cultivation  or  trafficking  in  drugs  contrary  to  the 
provisions  of  this  Convention. 

(m)  "Import"  and  "export"  mean  in  their  respective  connotations  the 
physical  transfer  of  drugs  from  one  State  to  another  State,  or  from  one  territory 
to  another  territory  of  the  same  State. 

(n)  "Manufacture"  means  all  processes,  other  than  production,  by  which 
drugs  may  be  obtained  and  includes  refining  as  well  as  the  transformation  of 
drugs  into  other  drugs. 

(o)  "Medicinal  opium"  means  opium  which  has  undergone  the  processes 
necessary  to  adapt  it  for  medicinal  use. 

(p)  "Opium"  means  the  coagulated  juice  of  the  opium  poppy. 

(?)  "Opium  poppy"  means  the  plant  of  the  species  Pap  aver  somniferum  L 

(r)  "Poppy  straw"  means  all  parts  (except  the  seeds)  of  the  opium  poppy, 
after  mowing. 
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(s)  "Preparation**  means  a  mixture,  solid  or  liquid,  containing  a  drug. 

(r)  "Production**  means  the  separation  of  opium,  coca  leaves,  cannabis  and 
cannabis  resin  from  the  plants  from  which  they  are  obtained. 

(m)  "Schedule  I",  "Schedule  H",  "Schedule  HI*'  and  "Schedule  IV**  mean 
the  correspondingly  numbered  list  of  drugs  or  preparations  annexed  to  this 
Convention,  as  amended  from  time  to  time  in  accordance  with  article  3. 

(v)  "Secretary-General*'  means  the  Secretary-General  of  the  United 
Nations. 

(w)  "Special  stocks**  means  the  amounts  of  drugs  held  in  a  country  or 
territory  by  the  Government  of  such  country  or  territory  for  special  government 
purposes  and  to  meet  exceptional  circumstances;  and  the  expression  "special 
purposes**  shall  be  construed  accordingly. 

(x)  "Stocks**  means  the  amounts  of  drugs  held  in  a  country  or  territory 
and  intended  for: 

(i)  Consumption  in  the  country  or  territory  for  medical  and  scientific 
purposes, 

(ii)  Utilization  in  the  country  or  territory  for  the  manufacture  of  drugs 
and  other  substances,  or 

(iii)  Export; 

but  does  not  include  the  amounts  of  drugs  held  in  the  country  or  territory, 

(iv)  By  retail  pharmacists  or  other  authorized  retail  distributors  and  by 
institutions  or  qualified  persons  in  the  duly  authorized  exercise  of 
therapeutic  or  scientific  functions,  or 

(v)  As  "special  stocks**. 

(y)  'Territory*'  means  any  part  of  a  State  which  is  treated  as  a  separate 
entity  for  the  application  of  the  system  of  import  certificates  and  export 
authorizations  provided  for  in  article  31.  This  definition  shall  not  apply  to  the 
term  "territory"  as  used  in  articles  42  and  46. 

2.  For  the  purposes  of  this  Convention  a  drug  shall  be  regarded  as 
"consumed**  when  it  has  been  supplied  to  any  person  or  enterprise  for  retail 
distribution,  medical  use  or  scientific  research;  and  "consumption"  shall  be 
construed  accordingly. 


Article  2 
SUBSTANCES  UNDER  CONTROL 

1.  Except  as  to  measures  of  control  which  are  limited  to  specified  drugs, 
the  drugs  in  Schedule  I  are  subject  to  all  measures  of  control  applicable  to  drugs 
under  this  Convention  and  in  particular  to  those  prescribed  in  article  4  (c),  19, 
20, 21, 29, 30, 31,  32, 33,  34  and  37. 
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2.  The  drugs  in  Schedule  II  are  subject  to  the  same  measures  of  control  at 
drugs  in  Schedule  I  with  the  exception  of  the  measures  prescribed  in  article  30, 
paragraphs  2  and  5,  in  respect  of  the  retail  trade. 

3.  Preparations  other  than  those  in  Schedule  III  are  subject  to  the  same 
measures  of  control  as  the  drugs  which  they  contain,  but  estimates  (article  19) 
and  statistics  (article  20)  distinct  from  those  dealing  with  these  drugs  shall  not 
be  required  in  the  case  of  such  preparations,  and  article  29,  paragraph  2  (c)  and 
article  30,  paragraph  1  (b)  (ii)  need  not  apply. 

4.  Preparations  in  Schedule  III  are  subject  to  the  same  measures  of  control 
as  preparations  containing  drugs  in  Schedule  II  except  that  article  3 1 ,  paragraphs 
1  (b)  and  3  to  1 5  and,  as  regards  their  acquisition  and  retail  distribution, 
article  34,  paragraph  (b),  need  not  apply,  and  that  for  the  purpose  of  estimates 
(article  19)  and  statistics  (article  20)  the  information  required  shall  be  restricted 
to  the  quantities  of  drugs  used  in  the  manufacture  of  such  preparations. 

5.  The  drugs  in  Schedule  IV  shall  also  be  included  in  Schedule  I  and 
subject  to  all  measures  of  control  applicable  to  drugs  in  the  latter  Schedule,  and 
in  addition  thereto: 

(a)  A  Party  shall  adopt  any  special  measures  of  control  which  in  its  opinion 
are  necessary  having  regard  to  the  particularly  dangerous  properties  of  a  drug  so 
included;  and 

(b)  A  Party  shall,  if  in  its  opinion  the  prevailing  conditions  in  its  country 
render  it  the  most  appropriate  means  of  protecting  the  public  health  and 
welfare,  prohibit  the  production,  manufacture,  export  and  import  of,  trade  in, 
possession  or  use  of  any  such  drug  except  for  amounts  which  may  be  necessary 
for  medical  and  scientific  research  only,  including  clinical  trials  therewith  to  be 
conducted  under  or  subject  to  the  direct  supervision  and  control  of  the  Party. 

6.  In  addition  to  the  measures  of  control  applicable  to  all  drugs  in 
Schedule  I,  opium  is  subject  to  the  provisions  of  article  19,  paragraph  1, 
subparagraph  (J),  and  of  articles  21  bist  23  and  24,  the  coca  leaf  to  those  of 
articles  26  and  27  and  cannabis  to  those  of  article  28. 

7.  The  opium  poppy,  the  coca  bush,  the  cannabis  plant,  poppy  straw  and 
cannabis  leaves  are  subject  to  the  control  measures  prescribed  in  article  19, 
paragraph  1,  subparagraph  (e),  article  20,  paragraph  1,  subparagraph  (g),  article 
21  bis  and  in  articles  22  to  24;  22,  26  and  27;  22  and  28;  25;  and  28, 
respectively. 

8.  The  Parties  shall  use  their  best  endeavours  to  apply  to  substances  which 
do  not  fall  under  this  Convention,  but  which  may  be  used  in  the  illicit 
manufacture  of  drugs,  such  measures  of  supervision  as  may  be  practicable. 

9.  Parties  are  not  required  to  apply  the  provisions  of  this  Convention  to 
drugs  which  are  commonly  used  in  industry  for  other  than  medical  or  scientific 
purposes,  provided  that: 
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(a)  They  ensure  by  appropriate  methods  of  denaturing  or  by  other  means 
that  the  drugs  so  used  are  not  liable  to  be  abused  or  have  ill  effects  (article  3, 
paragraph  3)  and  that  the  harmful  substances  cannot  in  practice  be  recovered; 
and 

(b)  They  include  in  the  statistical  information  (article  20)  furnished  by 
them  the  amount  of  each  drug  so  used. 

Article  3 

CHANGES  IN  THE  SCOPE  OF  CONTROL 

1.  Where  a  Party  or  the  World  Health  Organization  has  information  which 
in  its  opinion  may  require  an  amendment  to  any  of  the  Schedules,  it  shall  notify 
the  Secretary-General  and  furnish  him  with  the  information  in  support  of  the 
notification. 

2.  The  Secretary-General  shall  transmit  such  notification,  and  any  infor- 
mation which  he  considers  relevant,  to  the  Parties,  to  the  Commission,  and, 
where  the  notification  is  made  by  a  Party,  to  the  World  Health  Organization. 

3.  Where  a  notification  relates  to  a  substance  not  already  in  Schedule  I  or 
in  Schedule  II, 

(i)  The  Parties  shall  examine  in  the  light  of  the  available  information  the 
possibility  of  the  provisional  application  to  the  substance  of  all 
measures  of  control  applicable  to  drugs  in  Schedule  I; 

(ii)  Pending  its  decision  as  provided  in  subparagraph  (iii)  of  this  paragraph, 
the  Commission  may  decide  that  the  Parties  apply  provisionally  to 
that  substance  all  measures  of  control  applicable  to  drugs  in 
Schedule  I.  The  Parties  shall  apply  such  measures  provisionally  to  the 
substance  in  question; 

(iii)  If  the  World  Health  Organization  finds  that  the  substance  is  liable  to 
similar  abuse  and  productive  of  similar  ill  effects  as  the  drugs  in 
Schedule  I  or  Schedule  II  or  is  convertible  into  a  drug,  it  shall 
communicate  that  finding  to  the  Commission  which  may,  in  accord- 
ance with  the  recommendation  of  the  World  Health  Organization, 
decide  that  the  substance  shall  be  added  to  Schedule  I  or  Schedule  II. 

4.  If  the  World  Health  Organization  finds  that  a  preparation  because  of  the 
substances  which  it  contains  is  not  liable  to  abuse  and  cannot  produce  ill  effects 
(paragraph  3)  and  that  the  drug  therein  is  not  readily  recoverable,  the 
Commission  may,  in  accordance  with  the  recommendation  of  the  World  Health 
Organization,  add  that  preparation  to  Schedule  III. 

5.  If  the  World  Health  Organization  finds  that  a  drug  in  Schedule  I  is 
particularly  liable  to  abuse  and  to  produce  ill  effects  (paragraph  3)  and  that  such 
liability  is  not  offset  by  substantial  therapeutic  advantages  not  possessed  by 
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substances  other  than  drugs  in  Schedule  IV,  the  Commission  may,  in  accordance 
with  the  recommendation  of  the  World  Health  Organization,  place  that  drug  in 
Schedule  IV. 

6.  Where  a  notification  relates  to  a  drug  already  in  Schedule  I  or 
Schedule  II  or  to  a  preparation  in  Schedule  III,  the  Commission,  apart  from  the 
measure  provided  for  in  paragraph  5,  may,  in  accordance  with  the  recommen- 
dation of  the  World  Health  Organization,  amend  any  of  the  Schedules  by: 

(a)  Transferring  a  drug  from  Schedule  I  to  Schedule  II  or  from  Schedule  II 
to  Schedule  I;  or 

(b)  Deleting  a  drug  or  a  preparation  as  the  case  may  be,  from  a  Schedule. 

7.  Any  decision  of  the  Commission  taken  pursuant  to  this  article  shall  be 
communicated  by  the  Secretary-General  to  all  States  Members  of  the  United 
Nations,  to  non-member  States  Parties  to  this  Convention,  to  the  World  Health 
Organization  and  to  the  Board.  Such  decision  shall  become  effective  with  respect 
to  each  Party  on  the  date  of  its  receipt  of  such  communication,  and  the  Parties 
shall  thereupon  take  such  action  as  may  be  required  under  this  Convention. 

8.  (a)  The  decisions  of  the  Commission  amending  any  of  the  Schedules 
shall  be  subject  to  review  by  the  Council  upon  the  request  of  any  Party  filed 
within  ninety  days  from  receipt  of  notification  of  the  decision.  The  request  for 
review  shall  be  sent  to  the  Secretary-General  together  with  all  relevant 
information  upon  which  the  request  for  review  is  based; 

(b)  The  Secretary-General  shall  transmit  copies  of  the  request  for  review 
and  relevant  information  to  the  Commission,  the  World^Health  Organization  and 
to  all  the  Parties  inviting  them  to  submit  comments  within  ninety  days.  All 
comments  received  shall  be  submitted  to  the  Council  for  consideration; 

(c)  The  Council  may  confirm,  alter  or  reverse  the  decision  of  the 
Commission,  and  the  decision  of  the  Council  shall  be  final.  Notification  of  the 
CounciTs  decision  shall  be  transmitted  to  all  States  Members  of  the  United 
Nations,  to  non-member  States  Parties  to  this  Convention,  to  the  Commission, 
to  the  World  Health  Organization,  and  to  the  Board; 

(d)  During  pendency  of  the  review  the  original  decision  of  the  Commission 
shall  remain  in  effect. 

9.  Decisions  of  the  Commission  taken  in  accordance  with  this  article  shall 
not  be  subject  to  the  review  procedure  provided  for  in  article  7. 

Article  4 
GENERAL  OBLIGATIONS 

The  parties  shall  take  such  legislative  and  administrative  measures  as  may  be 
necessary: 

(a)  To  give  effect  to  and  carry  out  the  provisions  of  this  Convention  within 
their  own  territories; 
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(b)  To  co-operate  with  other  States  in  the  execution  of  the  provisions  of 
this  Convention;  and 

(c)  Subject  to  the  provisions  of  this  Convention,  to  limit  exclusively  to 
medical  and  scientific  purposes  the  production,  manufacture,  export,  import, 
distribution  of,  trade  in,  use  and  possession  of  drugs. 

Article  5 

THE  INTERNATIONAL  CONTROL  ORGANS 

The  Parties,  recognizing  the  competence  of  the  United  Nations  with  respect 
to  the  international  control  of  drugs,  agree  to  entrust  to  the  Commission  on 
Narcotic  Drugs  of  the  Economic  and  Social  Council,  and  to  the  International 
Narcotics  Control  Board,  the  functions  respectively  assigned  to  them  under  this 
Convention. 

Article  6 

EXPENSES  OF  THE  INTERNATIONAL  CONTROL  ORGANS 

The  expenses  of  the  Commission  and  the  Board  will  be  borne  by  the  United 
Nations  in  such  manner  as  shall  be  decided  by  the  General  Assembly.  The  Parties 
which  are  not  Members  of  the  United  Nations  shall  contribute  to  these  expenses 
such  amounts  as  the  General  Assembly  finds  equitable  and  assess  from  time  to 
time  after  consultation  with  the  Governments  of  these  Parties. 

Article  7 

REVIEW  OF  DECISIONS  AND  RECOMMENDATIONS  OF  THE  COMMISSION 

Except  for  decisions  under  article  3,  each  decision  or  recommendation 
adopted  by  the  Commission  pursuant  to  the  provisions  of  this  Convention  shall 
be  subject  to  approval  or  modification  by  the  Council  or  the  General  Assembly 
in  the  same  way  as  other  decisions  or  recommendations  of  the  Commission. 

Article  8 
FUNCTIONS  OF  THE  COMMISSION 

The  Commission  is  authorized  to  consider  all  matters  pertaining  to  the  aims 
of  this  Convention,  and  in  particular: 

(a)  To  amend  the  Schedules  in  accordance  with  article  3; 
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(b)  To  call  the  attention  of  the  Board  to  any  matteri  which  may  be 
relevant  to  the  functions  of  the  Board; 

(c)  To  make  recommendations  for  the  implementation  of  the  aims  and 
provisions  of  this  Convention,  including  programmes  of  scientific  research  and 
the  exchange  of  information  of  a  scientific  or  technical  nature;  and 

(J)  To  draw  the  attention  of  non-parties  to  decisions  and  recommen- 
dations which  it  adopts  under  this  Convention,  with  a  view  to  their  considering 
taking  action  in  accordance  therewith. 

Article  9 

COMPOSITION  AND  FUNCTIONS  OF  THE  BOARD 

1.  The  Board  shall  consist  of  thirteen  members  to  be  elected  by  the 
Council  as  follows: 

(a)  Three  members  with  medical,  pharmacological  or  pharmaceutical 
experience  from  a  list  of  at  least  five  persons  nominated  by  the  World  Health 
Organization;  and 

(b)  Ten  members  from  a  list  of  persons  nominated  by  the  Members  of  the 
United  Nations  and  by  Parties  which  are  not  Members  of  the  United  Nations. 

2.  Members  of  the  Board  shall  be  persons  who,  by  their  competence, 
impartiality  and  disinterestedness,  will  command  general  confidence.  During 
their  term  of  office  they  shall  not  hold  any  position  or  engage  in  any  activity 
which  would  be  liable  to  impair  their  impartiality  in  the  exercise  of  their 
functions.  The  Council  shall,  in  consultation  with  the  Board,  make  all 
arrangements  necessary  to  ensure  the  full  technical  independence  of  the  Board  in 
carrying  out  its  functions. 

3.  The  Council,  with  due  regard  to  the  principle  of  equitable  geographic 
representation,  shall  give  consideration  to  the  importance  of  including  on  the 
Board,  in  equitable  proportion,  persons  possessing  a  knowledge  of  the  drug 
situation  in  the  producing,  manufacturing,  and  consuming  countries,  and 
connected  with  such  countries. 

4.  The  Board,  in  co-operation  with  Governments,  and  subject  to  the  terms 
of  this  Convention,  shall  endeavour  to  limit  the  cultivation,  production, 
manufacture  and  use  of  drugs  to  an  adequate  amount  required  for  medical  and 
scientific  purposes,  to  ensure  their  availability  for  such  purposes  and  to  prevent 
illicit  cultivation,  production  and  manufacture  of,  and  illicit  trafficking  in  and 
use  of,  drugs. 

5.  All  measures  taken  by  the  Board  under  this  Convention  shall  be  those 
most  consistent  with  the  intent  to  further  the  co-operation  of  Governments  with 
the  Board  and  to  provide  the  mechanism  for  a  continuing  dialogue  between 
Governments  and  the  Board  which  will  lend  assistance  to  and  facilitate  effective 
national  action  to  attain  the  aims  of  this  Convention. 
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Article  10 

TERMS  OF  OFFICE  AND  REMUNERATION  OF  MEMBERS  OF  THE  BOARD 

1.  The  members  of  the  Board  shall  serve  for  a  period  of  five  years,  and  may 
be  re-elected. 

2.  The  term  of  office  of  each  member  of  the  Board  shall  end  on  the  eve  of 
the  first  meeting  of  the  Board  which  his  successor  shall  be  entitled  to  attend. 

3.  A  member  of  the  Board  who  has  failed  to  attend  three  consecutive 
sessions  shall  be  deemed  to  have  resigned. 

4.  The  Council,  on  the  recommendation  of  the  Board,  may  dismiss  a 
member  of  the  Board  who  has  ceased  to  fulfil  the  conditions  required  for 
membership  by  paragraph  2  of  article  9.  Such  recommendation  shall  be  made  by 
an  affirmative  vote  of  nine  members  of  the  Board. 

5.  Where  a  vacancy  occurs  on  the  Board  during  the  term  of  office  of  a 
member,  the  Council  shall  fill  such  vacancy  as  soon  as  possible  and  in  accordance 
with  the  applicable  provisions  of  article  9,  by  electing  another  member  for  the 
remainder  of  the  term. 

6.  The  members  of  the  Board  shall  receive  an  adequate  remuneration  as 
determined  by  the  General  Assembly. 

Article  11 

RULES  OF  PROCEDURE  OF  THE  BOARD 

1.  The  Board  shall  elect  its  own  President  and  such  other  officers  as  it  may 
consider  necessary  and  shall  adopt  its  rules  of  procedure. 

2.  The  Board  shall  meet  as  often  as,  in  its  opinion,  may  be  necessary  for 
the  proper  discharge  of  its  functions,  but  shall  hold  at  least  two  sessions  in  each 
calendar  year. 

3.  The  quorum  necessary  at  meetings  of  the  Board  shall  consist  of  eight 
members. 

Article  12 

ADMINISTRATION  OF  THE  ESTIMATE  SYSTEM 

1.  The  Board  shall  fix  the  date  or  dates  by  which,  and  the  manner  in 
which,  the  estimates  as  provided  in  article  19  shall  be  furnished  and  shall 
prescribe  the  forms  therefor. 

2.  The  Board  shall,  in  respect  of  countries  and  territories  to  which  this 
Convention  does  not  apply,  request  the  Governments  concerned  to  furnish 
estimates  in  accordance  with  the  provisions  of  this  Convention. 
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3.  If  any  State  fails  to  furnish  estimates  in  respect  of  any  of  its  territories 
by  the  date  specified,  the  Board  shall,  as  far  as  possible,  establish  the  estimates. 
Hie  Board  in  establishing  such  estimates  shall  to  the  extent  practicable  do  so  in 
co-operation  with  the  Government  concerned 

4.  The  Board  shall  examine  the  estimates,  including  supplementary 
estimates,  and,  except  as  regards  requirements  for  special  purposes,  may  require 
such  information  as  it  considers  necessary  in  respect  of  any  country  or  territory 
on  behalf  of  which  an  estimate  has  been  furnished,  in  order  to  complete  the 
estimate  or  to  explain  any  statement  contained  therein. 

5.  The  Board,  with  a  view  to  limiting  the  use  and  distribution  of  drugs  to 
an  adequate  amount  required  for  medical  and  scientific  purposes  and  to  ensuring 
their  availability  for  such  purposes,  shall  as  expeditiously  as  possible  confirm  the 
estimates,  including  supplementary  estimates,  or,  with  the  consent  of  the 
Government  concerned,  may  amend  such  estimates.  In  case  of  a  disagreement 
between  the  Government  and  the  Board,  the  latter  shall  have  the  right  to 
establish,  communicate  and  publish  its  own  estimates,  including  supplementary 
estimates. 

6.  In  addition  to  the  reports  mentioned  in  article  15,  the  Board  shall,  at 
such  times  as  it  shall  determine  but  at  least  annually,  issue  such  information  on 
the  estimates  as  in  its  opinion  will  facilitate  the  carrying  out  of  this  Convention. 

Article  13 

ADMINISTRATION  OF  THE  STATISTICAL  RETURNS  SYSTEM 

1.  The  Board  shall  determine  the  manner  and  form  in  which  statistical 
returns  shall  be  furnished  a  provided  in  article  20  and  shall  prescribe  the  forms 
therefor. 

2.  The  Board  shall  examine  the  returns  with  a  view  to  determining  whether 
a  Party  or  any  other  State  has  complied  with  the  provisions  of  this  Convention. 

3.. The  Board  may  require  such  further  information  as  it  considers 
necessary  to  complete  or  explain  the  information  contained  in  such  statistical 
returns. 

4.  It  shall  not  be  within  the  competence  of  the  Board  to  question  or 
express  an  opinion  on  statistical  information  respecting  drugs  required  for 
special  purposes. 

Article  14 

MEASURES  BY  THE  BOARD  TO  ENSURE  THE  EXECUTION  OF 
PROVISIONS  OF  THE  CONVENTION 

1.  (a)  If,  on  the  basis  of  its  examination  of  information  submitted  by 
Governments  to  the  Board  under  the  provisions  of  this  Convention,  or  of 
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information  communicated  by  United  Nations  organs  or  by  specialized  agencies 
or,  provided  that  they  are  approved  by  the  Commission  on  the  Board's 
recommendation,  by  either  other  intergovernmental  organizations  or  inter- 
national non-governmental  organizations  which  have  direct  competence  in  the 
subject  matter  and  which  are  in  consultative  status  with  the  Economic  and 
Social  Council  under  Article  71  of  the  Charter  of  the  United  Nations  or  which 
enjoy  a  similar  status  by  special  agreement  with  the  Council,  the  Board  has 
objective  reasons  to  believe  that  the  aims  of  this  Convention  are  being  seriously 
endangered  by  reason  of  the  failure  of  any  Party,  country  or  territory  to  carry 
out  the  provisions  of  this  Convention,  the  Board  shall  have  the  right  to  propose 
to  the  Government  concerned  the  opening  of  consultations  or  to  request  it  to 
furnish  explanations.  If,  without  any  failure  in  implementing  the  provisions  of 
the  Convention,  a  Party  or  a  country  or  territory  has  become,  or  if  there  exists 
evidence  of  a  serious  risk  that  it  may  become,  or  if  there  exists  evidence  of  a 
serious  risk  that  it  may  become,  an  important  centre  of  illicit  cultivation, 
production  or  manufacture  of,  or  traffic  in  or  consumption  of  drugs,  the  Board 
has  the  right  to  propose  to  the  Government  concerned  the  opening  of 
consultations.  Subject  to  the  right  of  the  Board  to  call  tne  attention  of  the 
Parties,  the  Council  and  the  Commission  to  the  matter  referred  to  in 
subparagraph^  below,  the  Board  shall  treat  as  confidential  a  request  for 
information  and  an  explanation  by  a  Government  or  a  proposal  for  consultations 
and  the  consultations  held  with  a  Government  under  this  subparagraph. 

(b)  After  taking  action  under  subparagraph  (a)  above,  the  Board,  if 
satisfied  that  it  is  necessary  to  do  so,  may  call  upon  the  Government  concerned 
to  adopt  such  remedial  measures  as  shall  seem  under  the  circumstances  to  be 
necessary  for  the  execution  of  the  provisions  of  this  Convention. 

(c)  The  Board  may,  if  it  thinks  such  action  necessary  for  the  purpose  of 
assessing  a  matter  referred  to  in  subparagraph  (a)  of  this  paragraph,  propose  to 
the  Government  concerned  that  a  study  of  the  matter  be  carried  out  in  its 
territory  by  such  means  as  the  Government  deems  appropriate.  If  the 
Government  concerned  decides  to  undertake  this  study,  it  may  request  the 
Board  to  make  available  the  expertise  and  the  services  of  one  or  more  persons 
with  the  requisite  competence  to  assist  the  officials  of  the  Government  in  the 
proposed  study.  The  person  or  persons  whom  the  Board  intends  to  make 
available  shall  be  subject  to  the  approval  of  the  Government.  The  modalities  of 
this  study  and  the  time-limit  within  which  the  study  has  to  be  completed  shall 
be  determined  by  consultation  between  the  Government  and  the  Board.  The 
Government  shall  communicate  to  the  Board  the  results  of  the  study  and  shall 
indicate  the  remedial  measures  that  it  considers  necessary  to  take. 

(</)  If  the  Boards  finds  that  the  Government  concerned  has  failed  to  give 
satisfactory  explanations  when  called  upon  to  do  -so  under  subparagraph  (a) 
above,  or  has  failed  to  adopt  any  remedial  measures  which  it  has  been  called 
upon  to  take  under  subparagraph  (6)  above,  or  that  there  is  a  serious  situation 
that  needs  co-operative  action  at  the  international  level  with  a  view  to  remedying 
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it,  it  may  call  the  attention  of  the  Parties,  the  Council  and  the  Commission  to 
the  matter.  The  Board  shall  so  act  if  the  aims  of  this  Convention  are  being 
seriously  endangered  and  it  has  not  been  possible  to  resolve  the  matter 
satisfactorily  in  any  other  way.  It  shall  also  so  act  if  it  finds  that  there  is  a 
serious  situation  that  needs  co-operative  action  at  the  international  level  with  a 
view  to  remedying  it  and  that  bringing  such  a  situation  to  the  notice  of  the 
Parties,  the  Council  and  the  Commission  is  the  most  appropriate  method  of 
facilitating  such  co-operative  action;  after  considering  the  reports  of  the  Board, 
and  of  the  Commission  if  available  on  the  matter,  the  Council  may  draw  the 
attention  of  the  General  Assembly  to  the  matter. 

2.  The  Board,  when  calling  the  attention  of  the  Parties,  the  Council  and 
the  Commission  to  a  matter  in  accordance  with  paragraph  1  (d)  above,  may,  if  it 
is  satisfied  that  such  a  course  is  necessary,  recommend  to  Parties  that  they  stop 
the  import  of  drugs,  the  export  of  drugs,  or  both,  from  or  to  the  country  or 
territory  concerned,  either  for  a  designated  period  or  until  the  Board  shall  be 
satisfied  as  to  the  situation  in  that  country  or  territory.  The  State  concerned 
may  bring  the  matter  before  the  Council. 

3.  The  Board  shall  have  the  right  to  publish  a  report  on  any  matter  dealt 
with  under  the  provisions  of  this  article,  and  communicate  it  to  the  Council, 
which  shall  forward  it  to  all  Parties.  If  the  Board  publishes  in  this  report  a 
decision  taken  under  this  article  or  any  information  relating  thereto,  it  shall  also 
publish  therein  the  views  of  the  Government  concerned  if  the  latter  so  requests. 

4.  If  in  any  case  a  decision  of  the  Board  which  is  published  under  this 
article  is  not  unanimous,  the  views  of  the  minority  shall  be  stated. 

5.  Any  State  shall  be  invited  to  be  represented  at  a  meeting  of  the  Board  at 
which  a  question  directly  interesting  it  is  considered  under  this  article. 

6.  Decisions  of  the  Board  under  this  article  shall  be  taken  by  a  two-thirds 
majority  of  the  whole  number  of  the  Board. 


Article  14  bis 
TECHNICAL  AND  FINANCIAL  ASSISTANCE 

In  cases  which  it  considers  appropriate  and  either  in  addition  or  as  an 
alternative  to  measures  set  forth  in  article  14,  paragraphs  1  and  2,  the  Board, 
with  the  agreement  of  the  Government  concerned,  may  recommend  to  the 
competent  United  Nations  organs  and  to  the  specialized  agencies  that  technical 
or  financial  assistance,  or  both,  be  provided  to  the  Government  in  support  of  its 
efforts  to  cany  out  its  obligations  under  this  Convention,  including  those  set  out 
or  referred  to  in  articles  2,  3 5,  38  and  38  bis. 
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Article  15 
REPORTS  OF  THE  BOARD 

1.  The  Board  shall  prepare  an  annual  report  on  its  work  and  such 
additional  reports  as  it  considers  necessary  containing  also  an  analysis  of  the 
estimates  and  statistical  information  at  its  disposal,  and,  in  appropriate  cases,  an 
account  of  the  explanations,  if  any,  given  by  or  required  of  Governments, 
together  with  any  observations  and  recommendations  which  the  Board  desires  to 
make.  These  reports  shall  be  submitted  to  the  Council  through  the  Commission, 
which  may  make  such  comments  as  it  sees  fit. 

2.  The  reports  shall  be  communicated  to  the  Parties  and  subsequently 
published  by  the  Secretary-General.  The  Parties  shall  permit  their  unrestricted 
distribution. 

Article  16 
SECRETARIAT 

The  secretariat  services  of  the  Commission  and  the  Board  shall  be  furnished 
by  the  Secretary-General.  In  particular,  the  Secretary  of  the  Board  shall  be 
appointed  by  the  Secretary-General  in  consultation  with  the  Board. 

Article  1 7 
SPECIAL  ADMINISTRATION 

The  Parties  shall  maintain  a  special  administration  for  the  purpose  of 
applying  the  provisions  of  this  Convention. 

Article  18 

INFORMATION  TO  BE  FURNISHED  BY  PARTIES 
TO  THE  SECRETARY-GENERAL 

1.  The  Parties  shall  furnish  to  the  Secretary-General  such  information  as 
the  Commission  may  request  as  being  necessary  for  the  performance  of  its 
functions,  and  in  particular: 

(a)  An  annual  report  on  the  working  of  the  Convention  within  each  of 
their  territories; 

(b)  The  text  of  all  laws  and  regulations  from  time  to  time  promulgated  in 
order  to  give  effect  to  this  Convention; 

(c)  Such  particulars  as  the  Commission  shall  determine  concerning  cases  of 
illicit  traffic,  including  particulars  of  each  case  of  illicit  traffic  discovered  which 
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may  be  of  importance,  because  of  the  light  thrown  on  the  source  from  which 
drugs  are  obtained  for  the  illicit  traffic,  or  because  of  quantities  involved  or  the 
method  employed  by  illicit  traffickers;  and- 

(d)  The  names  and  addresses  of  the  governmental  authorities  empowered 
to  issue  export  and  import  authorizations  or  certificates. 

2.  Parties  shall  furnish  the  information  referred  to  in  the  preceding 
paragraph  in  such  manner  and  by  such  dates  and  use  such  forms  as  the 
Commission  may  request. 

Article  19 
ESTIMATES  OF  DRUG  REQUIREMENTS 

1.  The  Parties  shall  furnish  to  the  Board  each  year  for  each  of  their 
territories,  in  the  manner  and  form  prescribed  by  the  Board,  estimates  on  forms 
supplied  by  it  in  respect  of  the  following  matters: 

(a)  Quantities  of  drugs  to  be  consumed  for  medical  and  scientific  purposes; 

(b)  Quantities  of  drugs  to  be  utilized  for  the  manufacture  of  other  drugs, 
of  preparations  in  Schedule  III,  and  of  substances  not  covered  by  this 
Convention; 

(c)  Stocks  of  drugs  to  be  held  as  at  3 1  December  of  the  year  to  which  the 
estimates  relate; 

(d)  Quantities  of  drugs  necessary  for  addition  to  special  stocks; 

(e)  The  area  (in  hectares)  and  the  geographical  location  of  land  to  be  used 
for  the  cultivation  of  the  opium  poppy; 

(f)  Approximate  quantity  of  opium  to  be  produced; 

(g)  The  number  of  industrial  establishments  which  will  manufacture 
synthetic  drugs;  and 

(h)  The  quantities  of  synthetic  drugs  to  be  manufactured  by  each  of  the 
establishments  referred  to  in  the  preceding  subparagraph. 

2.  (a)  Subject  to  the  deductions  referred  to  in  paragraph  3  of  article  21, 
the  total  of  the  estimates  for  each  territory  and  each  drug  except  opium  and 
synthetic  drugs  shall  consist  of  the  sum  of  the  amounts  specified  under 
subparagraphs  (a),  (b)  and  (d)  of  paragraph  1  of  this  article,  with  the  addition  of 
any  amount  required  to  bring  the  actual  stocks  on  hand  at  31  December  of  the 
preceding  year  to  the  level  estimated  as  provided  in  subparagraph  (c)  of 
paragraph  1. 

(b)  Subject  to  the  deductions  referred  to  in  paragraph  3  of  article  21 
regarding  imports  and  in  paragraph  2  of  article  21  bis,  the  total  of  the  estimates 
for  opium  for  each  territory  shall  consist  either  of  the  sum  of  the  amounts 
specified  under  subparagraphs  (a),  (b)  and  (J)  of  paragraph  .1  of  this  article,  with 
the  addition  of  any  amount  required  to  bring  the  actual  stocks  on  hand  at  31 
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December  of  the  preceding  year  to  the  level  estimated  as  provided  in 
subparagraph  (c)  of  paragraph  1,  or  of  the  amount  specified  under  subpara- 
graph if)  of  paragraph  1  of  this  article,  whichever  is  higher. 

(c)  Subject  to  the  deductions  referred  to  in  paragraph  3  of  article  21,  the 
total  of  the  estimates  for  each  territory  for  each  synthetic  drug  shall  consist 
either  of  the  sum  of  the  amounts  specified  under  subparagraphs  (a),  (b)  and  (d) 
of  paragraph  1  of  this  article,  with  the  addition  of  any  amount  required  to  bring 
the  actual  stocks  on  hand  at  31  December  of  the  preceding  year  to  the  level 
estimated  as  provided  in  subparagraph  (c)  of  paragraph  1,  or  of  the  sum  of  the 
amounts  specified  under  subparagraph  (h)  of  paragraph  1  of  this  article, 
whichever  is  higher. 

(d)  The  estimates  furnished  under  the  preceding  subparagraphs  of  this 
paragraph  shall  be  appropriately  modified  to  take  into  account  any  quantity 
seized  and  thereafter  released  for  licit  use  as  well  as  any  quantity  taken  from 
special  stocks  for  the  requirements  of  the  civilian  population. 

3.  Any  State  may  during  the  year  furnish  supplementary  estimates  with  an 
explanation  of  the  circumstances  necessitating  such  estimates. 

4.  The  Parties  shall  inform  the  Board  of  the  method  used  for  determining 
quantities  shown  in  the  estimates  and  of  any  changes  in  the  said  method. 

5.  Subject  to  the  deductions  referred  to  in  paragraph  3  of  article  21,  and 
account  being  taken  where  appropriate  of  the  provisions  of  article  21  bis,  the 
estimates  shall  not  be  exceeded. 

Article  20 

STATISTICAL  RETURNS  TO  BE  FURNISHED  TO  THE  BOARD 

1.  The  Parties  shall  furnish  to  the  Board  for  each  of  their  territories,  in  the 
manner  and  form  prescribed  by  the  Board,  statistical  returns  on  forms  supplied 
by  it  in  respect  of  the  following  matters: 

(a)  Production  or  manufacture  of  drugs; 

(b)  Utilization  of  drugs  for  the  manufacture  of  other  drugs,  of  preparations 
in  Schedule  III  and  of  substances  not  covered  by  this  Convention,  and  utilization 
of  poppy  straw  for  the  manufacture  of  drugs; 

(c)  Consumption  of  drugs; 

(d)  Imports  and  exports  of  drugs  and  poppy  straw; 

(e)  Seizures  of  drugs  and  disposal  thereof; 

if)  Stocks  of  drugs  as  at  31  December  of  the  year  to  which  the  returns 
relate;  and 

(g)  Ascertainable  area  of  cultivation  of  the  opium  poppy. 

2.  (a)  The  statistical  returns  in  respect  of  the  matters  referred  to  in 
paragraph  1,  except  subparagraph  (d),  shall  be  prepared  annually  and  shall  be 
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furnished  to  the  Board  not  later  than  30  June  following  the  year  to  which  they 
relate. 

(b)  The  statistical  returns  in  respect  to  the  matters  referred  to  in 
subparagraph  (d)  of  paragraph  1  shall  be  prepared  quarterly  and  shall  be 
furnished  to  the  Board  within  one  month  after  the  end  of  the  quarter  to  which 
they  relate. 

3.  The  Parties  are  not  required  to  furnish  statistical  returns  respecting 
special  stocks,  but  shall  furnish  separately  returns  respecting  drugs  imported  into 
or  procured  within  the  country  or  territory  for  special  purposes,  as  well  as 
quantities  of  drugs  withdrawn  from  special  stocks  to  meet  the  requirements  of 
the  civilian  population. 

Article  21 

LIMITATION  OF  MANUFACTURE  AND  IMPORTATION 

1.  The  total  of  the  quantities  of  each  drug  manufactured  and  imported  by 
any  country  or  territory  in  any  one  year  shall  not  exceed  the  sum  of  the 
following: 

(a)  The  quantity  consumed,  within  the  limit  of  the  relevant  estimate,  for 
medical  and  scientific  purposes; 

(b)  The  quantity  used,  within  the  limit  of  the  relevant  estimate,  for  the 
manufacture  of  other  drugs,  of  preparations  in  Schedule  III,  and  of  substances 
not  covered  by  this  Convention; 

(c)  The  quantity  exported; 

(d)  The  quantity  added  to  the  stock  for  the  purpose  of  bringing  that  stock 
up  to  the  level  specified  in  the  relevant  estimate;  and 

(e)  The  quantity  acquired  within  the  limit  of  the  relevant  estimate  for 
special  purposes. 

2.  From  the  sum  of  the  quantities  specified  in  paragraph  1  there  shall  be 
deducted  any  quantity  that  has  been  seized  and  released  for  licit  use,  as  well  as 
any  quantity  taken  from  special  stocks  for  the  requirements  of  the  civilian 
population. 

3.  If  the  Board  finds  that  the  quantity  manufactured  and  imported  in  any 
one  year  exceeds  the  sum  of  the  quantities  specified  in  paragraph  1,  less  any 
deductions  required  under  paragraph  2  of  this  article,  any  excess  so  established 
and  remaining  at  the  end  of  the  year  shall,  in  the  following  year,  be  deducted 
from  the  quantity  to  be  manufactured  or  imported  and  from  the  total  of  the 
estimates  as  defined  in  paragraph  2  of  article  1 9. 

4.  (a)  If  it  appears  from  the  statistical  returns  on  imports  or  exports 
(article  20)  that  the  quantity  exported  to  any  country  or  territory  exceeds  the 
total  of  the  estimates  for  that  country  or  territory,  as  defined  in  paragraph  2  of 
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article  19,  with  the  addition  of  the  amounts  shown  to  have  been  exported,  and 
after  deduction  of  any  excess  as  established  in  paragraph  3  of  this  article,  the 
Board  may  notify  this  fact  to  States  which,  in  the  opinion  of  the  Board,  should 
be  so  informed; 

(b)  On  receipt  of  such  a  notification,  Parties  shall  not  during  the  year  in 
question  authorize  any  further  exports  of  the  drug  concerned  to  that  country  or 
territory,  except: 

(i)  In  the  event  of  a  supplementary  estimate  being  furnished  for  that 
country  or  territory  in  respect  both  of  any  quantity  over-imported  and 
of  the  additional  quantity  required,  or 

(ii)  In  exceptional  cases  where  the  export,  in  the  opinion  of  the 
Government  of  the  exporting  country,  is  essential  for  the  treatment  of 
the  sick. 

Article  21  bis 
LIMITATION  OF  PRODUCTION  OF  OPIUM 

1.  The  production  of  opium  by  any  country  or  territory  shall  be  organized 
and  controlled  in  such  manner  as  to  ensure  that,  as  far  as  possible,  the  quantity 
produced  in  any  one  year  shall  not  exceed  the  estimate  of  opium  to  be  produced 
as  established  under  paragraph  1  (f)  of  article  19. 

2.  If  the  Board  finds  on  the  basis  of  information  at  its  disposal  in 
accordance  with  the  provisions  of  this  Convention  that  a  Party  which  has 
submitted  an  estimate  under  paragraph  1  if)  of  article  19  has  not  limited  opium 
produced  within  its  borders  to  licit  purposes  in  accordance  with  relevant 
estimates  and  that  a  significant  amount  of  opium  produced,  whether  licitly  or 
illicitly,  within  the  borders  of  such  a  Party,  has  been  introduced  into  the  illicit 
traffic,  it  may,  after  studying  the  explanations  of  the  Party  concerned,  which 
shall  be  submitted  to  it  within  one  month  after  notification  of  the  finding  in 
question,  decide  to  deduct  all,  or  a  portion,  of  such  an  amount  from  the 
quantity  to  be  produced  and  from  the  total  of  the  estimates  as  defined  in 
paragraph  2  (b)  of  article  19  for  the  next  year  in  which  such  a  deduction  can  be 
technically  accomplished,  taking  into  account  the  season  of  the  year  and 
contractual  commitments  to  export  opium.  This  decision  shall  take  effect.ninety 
days  after  the  Party  concerned  is  notified  thereof. 

3.  After  notifying  the  Party  concerned  of  the  decision  it  has  taken  under 
paragraph  2  above  with  regard  to  a  deduction,  the  Board  shall  consult  with  that 
Party  in  order  to  resolve  the  situation  satisfactorily. 

4.  If  the  situation  is  not  satisfactorily  resolved,  the  Board  may  utilize  the 
provisions  of  article  14  where  appropriate. 

5.  In  taking  its  decision  with  regard  to  a  deduction  under  paragraph  2 
above,  the  Board  shall  take  into  account  not  only  all  relevant  circumstances 
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including  those  giving  rise  to  the  illicit  traffic  problem  referred  to  in  paragraph  2 
above,  but  also  any  relevant  new  control  measures  which  may  have  been  adopted 
by  the  Party. 

Article  22 

SPECIAL  PROVISION  APPLICABLE  TO  CULTIVATION 

1.  Whenever  the  prevailing  conditions  in  the  country  or  a  territory  of  a 
Party  render  the  prohibition  of  the  cultivation  of  the  opium  poppy,  the  coca 
bush  or  the  cannabis,  plant  the  most  suitable  measure,  in  its  opinion,  for 
protecting  the  public  health  and  welfare  and  preventing  the  diversion  of  drugs 
into  the  illicit  traffic,  the  Party  concerned  shall  prohibit  cultivation. 

2.  A  Party  prohibiting  cultivation  of  the  opium  poppy  or  the  cannabis 
plant  shall  take  appropriate  measures  to  seize  any  plants  illicitly  cultivated  and 
to  destroy  them,  except  for  small  quantities  required  by  the  Party  for  scientific 
or  research  purposes. 

Article  23 
NATIONAL  OPIUM  AGENCIES 

1.  A  Party  that  permits  the  cultivation  of  the  opium  poppy  for  the 
production  of  opium  shall  establish,  if  it  has  not  already  done  so,  and  maintain, 
one  or  more  government  agencies  (hereafter  in  this  article  referred  to  as  the 
Agency)  to  carry  out  the  functions  required  under  this  article. 

2.  Each  such  Party  shall  apply  the  following  provisions  to  the  cultivation 
of  the  opium  poppy  for  the  production  of  opium  and  to  opium; 

(a)  The  Agency  shall  designate  the  areas  in  which,  and  the  plots  of  land  on 
which,  cultivation  of  the  opium  poppy  for  the  purpose  of  producing  opium  shall 
be  permitted. 

(b)  Only  cultivators  licensed  by  the  Agency  shall  be  authorized  to  engage 
in  such  cultivation. 

(c)  Each  licence  shall  specify  the  extent  of  the  land  on  which  the 
cultivation  is  permitted. 

(d)  All  cultivators  of  the  opium  poppy  shall  be  required  to  deliver  their 
total  crops  of  opium  to  the  Agency.  The  Agency  shall  purchase  and  take 
physical  possession  of  such  crops  as  soon  as  possible,  but  not  later  than  four 
months  after  the  end  of  the  harvest 

(e)  The  Agency  shall,  in  respect  of  opium,  have  the  exclusive  right  of 
importing,  exporting,  wholesale  trading  and  maintaining  stocks  other  than  those 
held  by  manufacturers  of  opium  alkaloids,  medicinal  opium  or  opium 
preparations.  Parties  need  not  extend  this  exclusive  right  to  medicinal  opium  and 
opium  preparations. 
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3.  The  governmental  functions  referred  to  in  paragraph  2  shall  be 
discharged  by  a  single  government  agency  if  the  constitution  of  the  Party 
concerned  permits  it. 


Article  24 

LIMITATION  ON  PRODUCTION  OF  OPIUM  FOR  INTERNATIONAL  TRADE 

1.  (a)  If  any  Party  intends  to  initiate  the  production  of  opium  or  to 
increase  existing  production,  it  shall  take  account  of  the  prevailing  world  need 
for  opium  in  accordance  with  the  estimates  thereof  published  by  the  Board  so 
that  the  production  of  opium  by  such  Party  does  not  result  in  overproduction  of 
opium  in  the  world. 

(b)  A  Party  shall  not  permit  the  production  of  opium  or  increase  the 
existing  production  thereof  if  in  its  opinion  such  production  or  increased 
production  in  its  territory  may  result  in  illicit  traffic  in  opium. 

2.  (a)  Subject  to  paragraph  1,  where  a  Party  which  as  of  1  January  1961 
was  not  producing  opium  for  export  desires  to  export  opium  which  it  produces, 
in  amounts  not  exceeding  five  tons  annually,  it  jshadl  notify  the  Board,  furnishing 
with  such  notification  information  regarding: 

(i)  The  controls  in  force  as  required  by  this  Convention  respecting  the 
opium  to  be  produced  and  exported;  and 

(ii)  The  name  of  the  country  or  countries  to  which  it  expects  to  export 
such  opium; 

and  the  Board  may  either  approve  such  notification  or  may  recommend  to  the 
Party  that  it  not  engage  in  the  production  of  opium  for  export. 

(b)  Where  a  Party  other  than  a  Party  referred  to  in  paragraph  3  desires  to 
produce  opium  for  export  in  amounts  exceeding  five  tons  annually,  it  shall 
notify  the  Council,  furnishing  with  such  notification  relevant  information 
including: 

(i)  The  estimated  amounts  to  be  produced  for  export; 

(ii)  The  controls  existing  or  proposed  respecting  the  opium  to  be 
produced; 

(iii)  The  name  of  the  country  or  countries  to  which  it  expects  to  export 
such  opium; 

and  the  Council  shall  either  approve  the  notification  or  may  recommend  to  the 
Party  that  it  not  engage  in  the  production  of  opium  for  export. 

3.  Notwithstanding  the  provisions  of  subparagraphs  (a)  and  (b)  of 
paragraph  2,  a  Party  that  during  ten  years  immediately  prior  to  1  January  1961 
exported  opium  which  such  country  produced  may  continue  to  export  opium 
which  it  produces. 
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4.  (a)  A  Party  shall  not  import  opium  from  any  country  or  territory  except 
opium  produced  in  the  territory  of: 

(i)  A  Party  referred  to  in  paragraph  3; 

(ii)  A  Party  that  has  notified  the  Board  as  provided  in  subparagraph  (a)  of 
paragraph  2;  or 

(iii)  A  Party  that  has  received  the  approval  of  the  Council  as  provided  in 
subparagraph  (b)  of  paragraph  2. 

(b)  Notwithstanding  subparagraph  (a)  of  this  paragraph,  a  Party  may 
import  opium  produced  by  any  country  which  produced  and  exported  opium 
during  the  ten  years  prior  to  1  January  1961  if  such  country  has  established  and 
maintains  a  national  control  organ  or  agency  for  the  purposes  set  out  in  article 
23  and  has  in  force  an  effective  means  of  ensuring  that  the  opium  it  produces  is 
not  diverted  into  the  illicit  traffic. 

5.  The  provisions  of  this  article  do  not  prevent  a  Party: 

(a)  From  producing  opium  sufficient  for  its  own  requirements;  or 

(b)  From  exporting  opium  seized  in  the  illicit  traffic,  to  another  Party  in 
accordance  with  the  requirements  of  this  Convention. 

Article  25 
CONTROL  OF  POPPY  STRAW 

1.  A  Party  that  permits  the  cultivation  of  the  opium  poppy  for  purposes 
other  than  the  production  of  opium  shall  take  all  measures  necessary  to  ensure: 

(a)  That  opium  is  not  produced  from  such  opium  poppies;  and 

(b)  That  the  manufacture  of  drugs  from  poppy  straw  is  adequately 
controlled. 

2.  The  Parties  shall  apply  to  poppy  straw  the  system  of  import  certificates 
and  export  authorizations  as  provided  in  article  31,  paragraphs  4  to  IS. 

3.  The  Parties  shall  furnish  statistical  information  on  the  import  and 
export  of  poppy  straw  as  required  for  drugs  under  article  20,  paragraphs  1  (d) 
and  2  (b). 

Article  26 
THE  COCA  BUSH  AND  COCA  LEAVES 

1.  If  a  Party  permits  the  cultivation  of  the  coca  bush,  it  shall  apply  thereto 
and  to  coca  leaves  the  system  of  controls  as  provided  in  article  23  respecting 
the  control  of  the  opium  poppy,  but  as  regards  paragraph  2  (d)  of  that  article, 
the  requirements  imposed  on  the  Agency  therein  referred  to  shall  be  only  to 
take  physical  possession  of  the  crops  as  soon  as  possible  after  the  end  of  the 
harvest. 
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2.  The  Parties  shall  so  far  as  possible  enforce  the  uprooting  of  all  coca 
bushes  which  grow  wild.  They  shall  destroy  the  coca  bushes  if  illegally 
cultivated. 

Article  27 

ADDITIONAL  PROVISIONS  RELATING  TO  COCA  LEAVES 

1.  The  Parties  may  permit  the  use  of  coca  leaves  for  the  preparation  of  a 
flavouring  agent,  which  shall  not  contain  any  alkaloids,  and,  to  the  extent 
necessary  for  such  use,  may  permit  the  production,  import,  export,  trade  in  and 
possession  of  such  leaves. 

2.  The  Parties  shall  furnish  separately  estimates  (article  19)  and  statistical 
information  (article  20)  in  respect  of  coca  leaves  for  preparation  of  the 
flavouring  agent,  except  to  the  extent  that  the  same  coca  leaves  are  used  for  the 
extraction  of  alkaloids  and  the  flavouring  agent,  and  so  explained  in  the 
estimates  and  statistical  information. 

Article  28 
CONTROL  OF  CANNABIS 

1.  If  a  Party  permits  the  cultivation  of  the  cannabis  plant  for  the 
production  of  cannabis  or  cannabis  resin,  it  shall  apply  thereto  the  system  of 
controls  as  provided  in  article  23  respecting  the  control  of  the  opium  poppy. 

2.  This  Convention  shall  not  apply  to  the  cultivation  of  the  cannabis  plant 
exclusively  for  industrial  purposes  (fibre  and  seed)  or  horticultural  purposes. 

3.  The  Parties  shall  adopt  such  measures  as  may  be  necessary  to  prevent 
the  misuse  of,  and  illicit  traffic  in,  the  leaves  of  the  cannabis  plant. 

Article  29 
MANUFACTURE 

1.  The  Parties  shall  require  that  the  manufacture  of  drugs  be  under  licence 
except  where  such  manufacture  is  carried  out  by  a  State  enterprise  or  State 
enterprises. 

2.  The  Parties  shall: 

(a)  Control  all  persons  and  enterprises  carrying  on  or  engaged  in  the 
manufacture  of  drugs; 

(b)  Control  under  licence  the  establishments  and  premises  in  which  such 
manufacture  may  take  place;  and 


531 


NARCOTIC  DRUGS 


(c)  Require  that  licensed  manufacturers  of  drugs  obtain  periodical  permits 
specifying  the  kinds  and  amounts  of  drugs  which  they  shall  be  entitled  to 
manufacture.  A  periodical  permit,  however,  need  not  be  required  for  prep- 
arations. 

3.  The  Parties  shall  prevent  the  accumulation,  in  the  possession  of  drug 
manufacturers,  of  quantities  of  drugs  and  poppy  straw  in  excess  of  those 
required  for  the  normal  conduct  of  business,  having  regard  to  the  prevailing 
market  conditions. 

Article  30 
TRADE  AND  DISTRIBUTION 

1.  (a)  The  Parties  shall  require  that  the  trade  in  and  distribution  of  drugs 
be  under  licence  except  where  such  trade  or  distribution  is  carried  out  by  a  State 
enterprise  or  State  enterprises. 

(b)  The  Parties  shall: 

(i)   Control  all  persons  and  enterprises  carrying  on  or  engaged  in  the  trade 

in  or  distribution  of  drugs; 
(ii)   Control  under  licence  the  establishments  and  premises  in  which  such 
trade  or  distribution  may  take  place.  The  requirement  of  licensing 
need  not  apply  to  preparations. 

(c)  The  provisions  of  subparagraphs  (a)  and  (b)  relating  to  licensing  need 
not  apply  to  persons  duly  authorized  to  perform  and  while  performing 
therapeutic  or  scientific  functions. 

2.  The  Parties  shall  also: 

(a)  Prevent  the  accumulation  in  the  possession  of  traders,  distributors, 
State  enterprises  or  duly  authorized  persons  referred  to  above,  of  quantities  of 
drugs  and  poppy  straw  in  excess  of  those  required  for  the  normal  conduct  of 
business,  having  regard  to  the  prevailing  market  conditions;  and 

(p)  (i)  Require  medical  prescriptions  for  the  supply  or  dispensation  of 
drugs  to  individuals.  This  requirement  need  not  apply  to  such  drugs 
as  individuals  may  lawfully  obtain,  use,  dispense  or  administer  in 
connexion  with  their  duly  authorized  therapeutic  functions;  and 
(ii)  If  the  Parties  deem  these  measures  necessary  or  desirable,  require 
that  prescriptions  for  drugs  in  Schedule  I  should  be  written  on 
officials  forms  to  be  issued  in  the  form  of  counterfoil  books  by  the 
competent  governmental  authorities  or  by  authorized  professional 
associations. 

3.  It  is  desirable  that  Parties  require  that  written  or  printed  offers  of  drugs, 
advertisements  of  every  kind  or  descriptive  literature  relating  to  drugs  and  used 
for  commercial  purposes,  interior  wrappings  of  packages  containing  drugs,  and 
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labels  under  which  drugs  are  offered  for  sale  indicate  the  international 
non-proprietary  name  communicated  by  the  World  Health  Organization. 

4.  If  a  Party  considers  such  measure  necessary  or  desirable,  it  shall  require 
that  the  inner  package  containing  a  drug  or  wrapping  thereof  shall  bear  a  clearly 
visible  double  red  band.  The  exterior  wrapping  of  the  package  in  which  such 
drug  is  contained  shall  not  bear  a  double  red  band. 

5.  A  Party  shall  require  that  the  label  under  which  a  drug  is  offered  for  sale 
show  the  exact  drug  content  by  weight  or  percentage.  This  requirement  of  label 
information  need  not  apply  to  a  drug  dispensed  to  an  individual  on  medical 
prescription. 

6.  The  provisions  of  paragraphs  2  and  5  need  not  apply  to  the  retail  trade 
in  or  retail  distribution  of  drugs  in  Schedule  II. 


Article  SI 

SPECIAL  PROVISIONS  RELATING  TO  INTERNATIONAL  TRADE 

1.  The  Parties  shall  not  knowingly  permit  the  export  of  drugs  to  any 
country  or  territory  except: 

(a)  In  accordance  with  the  laws  and  regulations  of  that  country  or 
territory;  and 

)  (b)  Within  the  limits  of  the  total  of  the  estimates  for  that  country  or 
territory,  as  defined  in  paragraph  2  of  article  19,  with  the  addition  of  the 
amounts  intended  to  be  re-exported. 

2.  The  Parties  shall  exercise  in  free  ports  and  zones  the  same  supervision 
and  control  as  in  other  parts  of  their  territories,  provided,  however,  that  they 
may  apply  more  drastic  measures. 

3.  The  Parties  shall: 

(a)  Control  under  licence  the  import  and  export  of  drugs  except  where 
such  import  or  export  is  carried  out  by  a  State  enterprise  or  enterprises; 

(b)  Control  all  persons  and  enterprises  carrying  on  or  engaged  in  such 
import  or  export. 

4.  (a)  Every  Party  permitting  the  import  or  export  of  drugs  shall  require  a 
separate  import  or  export  authorization  to  be  obtained  for  each  such  import  or 
export  whether  it  consists  of  one  or  mere  urugs. 

(b)  Such  authorization  shall  state  the  name  of  the  drug,  the  international 
non-proprietary  name  if  any,  the  quantity  to  be  imported  or  exported,  and  the 
name  and  address  of  the  importer  and  exporter,  and  shall  specify  the  period 
within  which  the  importation  or  exportation  must  be  effected. 


533 


NARCOTIC  DRUGS 


(c)  The  export  authorization  shall  also  state  the  number  and  date  of  the 
import  certificate  (paragraph  5)  and  the  authority  by  whom  it  has  been  issued. 

(d)  The  import  authorization  may  allow  an  importation  in  more  than  one 
consignment. 

5.  Before  issuing  an  export  authorization  the  Parties  shall  require  an 
import  certificate,  issued  by  the  competent  authorities  of  the  importing  country 
or  territory  and  certifying  that  the  importation  of  the  drug  or  drugs  referred  to 
therein,  is  approved  and  such  certificate  shall  be  produced  by  the  person  or 
establishment  applying  for  the  export  authorization.  The  Parties  shall  follow  as 
closely  as  may  be  practicable  the  form  of  import  certificate  approved  by  the 
Commission. 

6.  A  copy  of  the  export  authorization  shall  accompany  each  consignment, 
and  the  Government  issuing  the  export  authorization  shall  send  a  copy  to  the 
Government  of  the  importing  country  or  territory. 

7.  (a)  The  Government  of  the  importing  country  or  territory,  when  the 
importation  has  been  effected  or  when  the  period  fixed  for  the  importation  has 
expired,  shall  return  the  export  authorization,  with  an  endorsement  to  that 
effect,  to  the  Government  of  the  exporting  country  or  territory. 

(b)  The  endorsement  shall  specify  the  amount  actually  imported. 

(c)  If  a  lesser  quantity  than  that  specified  in  the  export  authorization  is 
actually  exported,  the  quantity  actually  exported  shall  be  stated  by  the 
competent  authorities  on  the  export  authorization  and  on  any  official  copy 
thereof. 

8.  Exports  of  consignments  to  a  post  office  box,  or  to  a  bank  to  the 
account  of  a  Party  other  than  the  Party  named  in  the  export  authorization,  shall 
be  prohibited. 

9.  Exports  of  consignments  to  a  bonded  warehouse  are  prohibited  unless 
the  Government  of  the  importing  country  certifies  on  the  import  certificate, 
produced  by  the  person  or  establishment  applying  for  the  export  authorization, 
that  it  has  approved  the  importation  for  the  purpose  of  being  placed  in  a  bonded 
warehouse.  In  such  case  the  export  authorization  shall  specify  that  the 
consignment  is  exported  for  such  purpose.  Each  withdrawal  from  the  bonded 
warehouse  shall  require  a  permit  from  the  authorities  having  jurisdiction  over  the 
warehouse  and,  in  the  case  of  a  foreign  destination  shall  be  treated  as  if  it  were  a 
new  export  within  the  meaning  of  this  Convention. 

10.  Consignments  of  drugs  entering  or  leaving  the  territory  of  a  Party  not 
accompanied  by  an  export  authorization  shall  be  detained  by  the  competent 
authorities. 

11.  A  Party  shall  not  permit  any  drugs  consigned  to  another  country  to 
pass  through  its  territory,  whether  or  not  the  consignment  is  removed  from  the 
conveyance  in  which  it  is  carried,  unless  a  copy  of  the  export  authorization  for 
such  consignment  is  produced  to  the  competent  authorities  of  such  Party. 
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12.  The  competent  authorities  of  any  country  or  territory  through  which  a 
consignment  of  drugs  is  permitted  to  pass  shall  take  all  due  measures  to  prevent 
the  diversion  of  the  consignment  to  a  destination  other  than  that  named  in  the 
accompanying  copy  of  the  export  authorization  unless  the  Government  of  that 
country  or  territory  through  which  the  consignment  is  passing  authorizes  the 
diversion.  The  Government  of  the  country  or  territory  of  transit  shall  treat  any 
requested  diversion  as  if  the  diversion  were  an  export  from  the  country  or 
territory  of  transit  to  the  country  or  territory  of  new  destination.  If  the 
diversion  is  authorized,  the  provisions  of  paragraph  7  (a)  and  (b)  shall  also  apply 
between  the  country  or  territory  of  transit  and  the  country  or  territory  which 
originally  exported  the  consignment. 

13.  No  consignment  of  drugs  while  in  transit,  or  whilst  being  stored  in  a 
bonded  warehouse,  may  be  subjected  to  any  process  which  would  change  the 
nature  of  the  drugs  in  question.  The  packing  may  not  be  altered  without  the 
permission  of  the  competent  authorities. 

14.  The  provisions  of  paragraphs  11  to  13  relating  to  the  passage  of  drugs 
through  the  territory  of  a  Party  do  not  apply  where  the  consignment  in  question 
is  transported  by  aircraft  which  does  not  land  in  the  country  or  territory  of 
transit.  If  the  aircraft  lands  in  any  such  country  or  territory,  those  provisions 
shall  be  applied  so  far  as  circumstances  require. 

15.  The  provisions  of  this  article  are  without  prejudice  to  the  provisions  of 
any  international  agreements  which  limit  the  control  which  may  be  exercised  by 
any  of  the  Parties  over  drugs  in  transit. 

16.  Nothing  in  this  article  other  than  paragraphs  1  (a)  and  2  need  apply  in 
the  case  of  preparations  in  Schedule  III. 

Article  32 

SPECIAL  PROVISIONS  CONCERNING  THE  CARRIAGE  OF  DRUGS  IN  FIRST-AID 
KITS  OF  SHIPS  OR  AIRCRAFT  ENGAGED  IN  INTERNATIONAL  TRAFFIC 

1.  The  international  carriage  by  ships  or  aircraft  of  such  limited  amounts 
of  drugs  as  may  be  needed  during  their  journey  or  voyage  for  first-aid  purposes 
or  emergency  cases  shall  not  be  considered  to  be  import,  export  or  passage 
through  a  country  within  the  meaning  of  this  Convention. 

2.  Appropriate  safeguards  shall  be  taken  by  the  country  of  registry  to 
prevent  the  improper  use  of  the  drugs  referred  to  in  paragraph  1  or  their 
diversion  for  illicit  purposes.  The  Commission,  in  consultation  with  the 
appropriate  international  organizations,  shall  recommend  such  safeguards. 

3.  Drugs  carried  by  ships  or  aircraft  in  accordance  with  paragraph  1  shall 
be  subject  to  the  laws,  regulations,  permits  and  licences  of  the  country  of 
registry,  without  prejudice  to  any  rights  of  the  competent  local  authorities  to 


535 


NARCOTIC  DRUGS 


cany  out  checks,  inspections  and  other  control  measures  on  board  ships  or 
aircraft.  The  administration  of  such  drugs  in  the  case  of  emergency  shall  not  be 
considered  a  violation  of  the  requirements  of  article  30,  paragraph  2  (b). 

Article  33 
POSSESSION  OF  DRUGS 

The  Parties  shall  not  permit  the  possession  of  drugs  except  under  legal 
authority. 

Article  34 

MEASURES  OF  SUPERVISION  AND  INSPECTION 
The  Parties  shall  require: 

(a)  That  all  persons  who  obtain  licences  as  provided  in  accordance  with 
this  Convention,  or  who  have  managerial  or  supervisory  positions  in  a  State 
enterprise  established  in  accordance  with  this  Convention,  shall  have  adequate 
qualifications  for  the  effective  and  faithful  execution  of  the  provisions  of  such 
laws  and  regulations  as  are  enacted  in  pursuance  thereof;  and 

(b)  That  governmental  authorities,  manufacturers,  traders,  scientists, 
scientific  institutions  and  hospitals  keep  such  records  as  will  show  the  quantities 
of  each  drug  manufactured  and  of  each  individual  acquisition  and  disposal  of 
drugs.  Such  records  shall  respectively  be  preserved  for  a  period  of  not  less  than 
two  years.  Where  counterfoil  books  (article  30,  paragraph  2  (b))  of  official 
prescriptions  are  used,  such  books  including  the  counterfoils  shall  also  be  kept 
for  a  period  of  not  less  than  two  years. 

Article  35 

ACTION  AGAINST  THE  ILLICIT  TRAFFIC 

Having  due  regard  to  their  constitutional,  legal  and  administrative  systems, 
the  Parties  shall: 

(a)  Make  arrangements  at  the  national  level  for  co-ordination  of  preventive 
and  repressive  action  against  the  illicit  traffic;  to  this  end  they  may  usefully 
designate  an  appropriate  agency  responsible  for  such  co-ordination; 

(b)  Assist  each  other  in  the  campaign  against  the  illicit  traffic  in  narcotic 
drugs; 

(c)  Co-operate  closely  with  each  other  and  with  the  competent  inter- 
national organizations  of  which  they  are  members  with  a  view  to  maintaining  a 
co-ordinated  campaign  against  the  illicit  traffic; 

(cf)  Ensure  that  international  co-operation  between  the  appropriate 
agencies  be  conducted  in  an  expeditious  manner;  and 
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(e)  Ensure  that  where  legal  papers  are  transmitted  internationally  for  the 
purposes  of  a  prosecution,  the  transmittal  be  effected  in  an  expeditious  manner 
to  the  bodies  designated  by  the  Parties;  this  requirement  shall  be  without 
prejudice  to  the  right  of  a  Party  to  require  that  legal  papers  be  sent  to  it  through 
the  diplomatic  channel; 

(f)  Furnish,  if  they  deem  it  appropriate,  to  the  Board  and  the  Commission 
through  the  Secretary-General,  in  addition  to  information  required  by  article  18, 
information  relating  to  illicit  drug  activity  within  their  borders,  including 
information  on  illicit  cultivation,  production,  manufacture  and  use  of,  and  on 
illicit  trafficking  in,  drugs;  and 

fe)  Furnish  the  information  referred  to  in  the  preceding  paragraph  as  far  as 
possible  in  such  manner  and  by  such  dates  as  the  Board  may  request;  if 
requested  by  a  Party,  the  Board  may  offer  its  advice  to  it  in  furnishing  the 
information  and  in  endeavouring  to  reduce  the  illicit  drug  activity  within  the 
borders  of  that  Party. 

Article  36 
PENAL  PROVISIONS 

1.  (a)  Subject  to  its  constitutional  limitations,  each  Party  shall  adopt  such 
measures  as  will  ensure  that  cultivation,  production,  manufacture,  extraction, 
preparation,  possession,  offering,  offering  for  sale,  distribution,  purchase,  sale, 
delivery  on  any  terms  whatsoever,  brokerage,  dispatch,  dispatch  in  transit, 
transport,  importation  and  exportation  of  drugs  contrary  to  the  provisions  of 
this  Convention,  and  any  other  action  which  in  the  opinion  of  such  Party  may 
be  contrary  to  the  provisions  of  this  Convention,  shall  be  punishable  offences 
when  committed  intentionally,  and  that  serious  offences  shall  be  liable  to 
adequate  punishment  particularly  by  imprisonment  or  other  penalties  of 
deprivation  of  liberty. 

(b)  Notwithstanding  the  preceding  subparagraph,  when  abusers  of  drugs 
have  committed  such  offences,  the  Parties  may  provide,  either  as  an  alternative 
to  conviction  or  punishment  or  in  addition  to  conviction  or  punishment,  that 
such  abusers  shall  undergo  measures  of  treatment,  education,  after-care, 
rehabilitation  and  social  reintegration  in  conformity  with  paragraph  1  of 
article  38. 

2.  Subject  to  the  constitutional  limitations  of  a  Party,  its  legal  system  and 
domestic  law, 

(a)  (i)  Each  of  the  offences  enumerated  in  paragraph  1,  if  committed  in 
different  countries,  shall  be  considered  as  a  distinct  offence; 
(ii)  Intentional  participation  in,  conspiracy  to  commit  and  attempts  to 
commit,  any  of  such  offences,  and  preparatory  acts  and  financial 
operations  in  connexion  with  the  offences  referred  to  in  this  article, 
shall  be  punishable  offences  as  provided  in  paragraph  1; 
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(iii)  Foreign  convictions  for  such  offences  shall  be  taken  into  account 
for  the  purpose  of  establishing  recidivism;  and 

(iv)  Serious  offences  heretofore  referred  to  committed  either  by 
nationals  or  by  foreigners  shall  be  prosecuted  by  the  Party  in  whose 
territory  the  offence  was  committed,  or  by  the  Party  in  whose 
territory  the  offender  is  found  if  extradition  is  not  acceptable  in 
conformity  with  the  law  of  the  Party  to  which  application  is  made, 
and  if  such  offender  has  not  already  been  prosecuted  and 
judgement  given. 

(b)  (i)  Each  of  the  offences  enumerated  in  paragraphs  1  and  2  (a)  (ii)  of 
this  article  shall  be  deemed  to  be  included  as  an  extraditable 
offence  in  any  extradition  treaty  existing  between  Parties.  Parties 
undertake  to  include  such  offences  as  extraditable  offences  in  every 
extradition  treaty  to  be  concluded  between  them. 

(ii)  If  a  Party  which  makes  extradition  conditional  on  the  existence  of  a 
treaty  receives  a  request  for  extradition  from  another  Party  with 
which  it  has  no  extradition  treaty,  it  may  at  its  option  consider  this 
Convention  as  the  legal  basis  for  extradition  in  respect  of  the 
offences  enumerated  in  paragraphs  1  and  2  (a)  (ii)  of  this  article. 
Extradition  shall  be  subject  to  the  other  conditions  provided  by  the 
law  of  the  requested  Party. 

(iii)  Parties  which  do  not  make  extradition  conditional  on  the  existence 
of  a  treaty  shall  recognize  the  offences  enumerated  in  paragraphs  1 
and  2(j)(ii)  of  this  article  as  extraditable  offences  between 
themselves,  subject  to  the  conditions  provided  by  the  law  of  the 
requested  Party. 

(iv)  Extradition  shall  be  granted  in  conformity  with  the  law  of  the  Party 
to  which  application  is  made,  and,  notwithstanding  subparagraphs 
(b)  (i),  (ii)  and  (iii)  of  this  paragraph,  the  Party  shall  have  the  right 
to  refuse  to  grant  the  extradition  in  cases  where  the  competent 
authorities  consider  that  the  offence  is  not  sufficiently  serious. 

3.  The  provisions  of  this  article  shall  be  subject  to  the  provisions  cf  the 
criminal  law  of  the  Party  concerned  on  questions  of  jurisdiction. 

4.  Nothing  contained  in  this  article  shall  affect  the  principle  that  the 
offences  to  which  it  refers  shall  be  defined,  prosecuted  and  punished  in 
conformity  with  the  domestic  law  of  a  Party. 

Article  37 
SEIZURE  AND  CONFISCATION 


Any  drugs,  substances  and  equipment  used  in  or  intended  for  the 
commission  of  any  of  the  offences,  referred  to  in  article  36,  shall  be  liable  to 
seizure  and  confiscation. 
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Article  38 

MEASURES  AGAINST  THE  ABUSE  OF  DRUGS 

1.  The  Parties  shall  give  special  attention  to  and  take  all  practice 
measures  for  the  prevention  of  abuse  of  drugs  and  for  the  early  identificati 
treatment,  education,  after-care,  rehabilitation  and  social  reintegration  of 
persons  involved  and  shall  co-ordinate  their  efforts  to  these  ends. 

2.  The  Parties  shall  as  far  as  possible  promote  the  training  of  personne 
the  treatment,  after-care,  rehabilitation  and  social  reintegration  of  abusers 
drugs. 

3.  The  Parties  shall  take  all  practicable  measures  to  assist  persons  wh 
work  so  requires  to  gain  an  understanding  of  the  problems  of  abuse  of  drugs « 
of  its  prevention,  and  shall  also  promote  such  understanding  among  the  gent 
public  if  there  is  a  risk  that  abuse  of  drugs  will  become  widespread. 


Article  38^'is 
AGREEMENTS  ON  REGIONAL  CENTRES 

If  a  Party  considers  it  desirable  as  part  of  its  action  against  the  illicit  tral 
/in  drugs,  having  due  regard  to  its  constitutional,  legal  and  administrative  systei 
and,  if  it  so  desires,  with  the  technical  advice  of  the  Board  or  the  specials 
agencies,  it  shall  promote  the  establishment,  in  consultation  with  otl 
interested  Parties  in  the  region,  of  agreements  which  contemplate  the  de^ 
opment  of  regional  centres  for  scientific  research  and  education  to  combat 
problems  resulting  from  the  illicit  use  of  and  traffic  in  drugs. 


Article  39 

APPLICATION  OF  STRICTER  NATIONAL  CONTROL  MEASURES 
THAN  THOSE  REQUIRED  BY  THIS  CONVENTION 

Notwithstanding  anything  contained  in  this  Convention,  a  Party  shall  i 
be,  or  be  deemed  to  be,  precluded  from  adopting  measures  of  control  more  sti 
or  severe  than  those  provided  by  this  Convention  and  in  particular  fa 
requiring  that  Preparations  in  Schedule  III  or  drugs  in  Schedule  II  be  subject 
all  or  such  of  the  measures  of  control  applicable  to  drugs  in  Schedule  I  as  in 
opinion  is  necessary  or  desirable  for  the  protection  of  the  public  health 
welfare. 
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Article  40s  ■ 

LANGUAGES  OF  THE  CONVENTION  AND  PROCEDURE  FOR  SIGNATURE, 
RATIFICATION  AND  ACCESSION 

1.  This  Convention,  of  which  the  Chinese,  English,  French,  Russian  and 
Spanish  texts  are  equally  authentic,  shall  be  open  for  signature  until  1  August 
1961  on  behalf  of  any  Member  of  the  United  Nations,  of  any  non-member  State 
which  is  a  Party  to  the  Statute  of  the  International  Court  of  Justice  or  member 
of  a  specialized  agency  of  the  United  Nations,  and  also  of  any  other  State  which 
the  Council  may  invite  to  become  a  Party. 

2.  This  Convention  is  subject  to  ratification.  The  instruments  of  ratifi- 
cation shall  be  deposited  with  the  Secretary-General. 

3.  This  Convention  shall  be  open  after  1  August  1961  for  accession  by  the 
States  referred  to  in  paragraph  1 .  The  instruments  of  accession  shall  be  deposited 
with  the  Secretary-General. 

Article  4 14 
ENTRY  INTO  FORCE 

1.  This  Convention  shall  come  into  force  on  the  thirtieth  day  following  the 
date  on  which  the  fortieth  instrument  of  ratification  or  accession  is  deposited  in 
accordance  with  article  40. 

2.  In  respect  of  any  other  State  depositing  an  instrument  of  ratification  or 
accession  after  the  date  of  deposit  of  the  said  fortieth  instrument,  this 


Note  by  the  Secretariat:  The  following  two  paragraphs  arc  taken  from  the 
Introductory  Note  to  the  text  of  the  Single  Convention  on  Narcotic  Drugs,  1961,  as 
amended  by  the  Protocol  Amending  the  Single  Convention  on  Narcotic  Drugs,  1961,  as 
established  by  the  Secretary-General  on  8  August  1975,  in  accordance  with  article  22  of  the 
Protocol  of  25  March  1972: 

"The  Protocol  Amending  the  Single  Convention  on  Narcotic  Drugs,  1961 
(hereinafter  called  the  1972  Protocol)  entered  into  force  on  8  August  1975,  in 
accordance  with  paragraph  1  of  its  article  18.  In  respect  of  any  State  which  is  already  a 
Party  to  the  Single  Convention  and  deposits  with  the  Secretary-General,  after  the  date 
of  deposit  of  the  fortieth  instrument  of  ratification  or  accession,  an  instrument  of 
ratification  of  or  accession  to  the  1972  Protocol,  the  latter  will  come  into  force  on  the 
thirtieth  day  after  the  deposit  by  that  State  of  its  instrument  (see  articles  17  and  18  of 
the  1972  Protocol). 

"Any  State  which  becomes  a  Party  to  the  Single  Convention  after  the  entry  into 
force  of  the  1972  Protocol  shall,  failing  an  expression  of  a  different  intention  by  that 
State:  (tf)be  considered  as  a  Party  to  the  Single  Convention  as  amended;  and  (6)  be 
considered  as  a  Party  to  the  unamended  Single  Convention  in  relation  to  any  Party  to 
that  Convention  not  bound  by  the  1972  Protocol  (see  article  19  of  the  1972 
Protocol)." 

4  See  foot-note  3  above. 
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Convention  shall  come  into  force  on  the  thirtieth  day  after  the  deposit  by  that 
State  of  its  instrument  of  ratification  or  accession. 

Article  42 
TERRITORIAL  APPLICATION 

This  Convention  shall  apply  to  all  non-metropolitan  territories  for  the 
international  relations  of  which  any  Party  is  responsible,  except  where  the 
previous  consent  of  such  a  territory  is  required  by  the  Constitution  of  the  Party 
or  of  the  territory  concerned,  or  required  by  custom.  In  such  case  the  Party  shall 
endeavour  to  secure  the  needed  consent  of  the  territory  within  the  shortest 
period  possible,  and  when  that  consent  is  obtained  the  Party  shall  notify  the 
Secretary-General.  This  Convention  shall  apply  to  the  territory  or  territories 
named  in  such  notification  from  the  date  of  its  receipt  by  the  Secretary-General. 
In  those  cases  where  the  previous  consent  of  the  non-metropolitan  territory  is 
not  required,  the  Party  concerned  shall,  at  the  time  of  signature,  ratification  or 
accession,  declare  the  non-metropolitan  territory  or  territories  to  which  this 
Convention  applies. 

Article  43 

TERRITORIES  FOR  THE  PURPOSES  OF  ARTICLES  19.  20.  21  AND  31 

1.  Any  Party  may  notify  the  Secretary-General  that,  for  the  purposes  of 
articles  19,  20,  21  and  31,  one  of  its  territories  is  divided  into  two  or  more 
territories,  or  that  two  or  more  of  its  territories  are  consolidated  into  a  single 
territory. 

2.  Two  or  more  Parties  may  notify  the  Secretary-General  that,  as  the  result 
of  the  establishment  of  a  customs  union  between  them,  those  Parties  constitute 
a  single  territory  for  the  purposes  of  articles  19,  20,  21  and  31. 

3.  Any  notification  under  paragraph  1  or  2  above  shall  take  effect  on  1 
January  of  the  year  following  the  year  in  which  the  notification  was  made. 

Article  44 

TERMINATION  OF  PREVIOUS  INTERNATIONAL  TREATIES 

1.  The  provisions  of  this  Convention,  upon  its  coming  into  force,  shall,  as 
between  Parties  hereto,  terminate  and  replace  the  provisions  of  the  following 
treaties: 

(a)  International  Opium  Convention,  signed  at  The  Hague  on  23  January 
1912; 
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(b)  Agreement  concerning  the  Manufacture  of,  Internal  Trade  in  and  Use 
of  Prepared  Opium,  signed  at  Geneva  on  1 1  February  1925; 

(c)  International  Opium  Convention,  signed  at  Geneva  on  19  February 
1925; 

(d)  Convention  for  Limiting  the  Manufacture  and  Regulating  the  Distri- 
bution of  Narcotic  Drugs,  signed  at  Geneva  on  13  July  1931; 

(e)  Agreement  for  the  Control  of  Opium  Smoking  in  the  Far  East,  signed 
at  Bangkok  on  27  November  1931; 

if)  Protocol  signed  at  Lake  Success  on  11  December  1946,  amending  the 
Agreements,  Conventions  and  Protocols  on  Narcotic  Drugs  concluded  at  The 
Hague  on  23  January  1912,  at  Geneva  on  11  February  1925  and  19  February 
1925  and  13  July  1931,  at  Bangkok  on  27  November  1931  and  at  Geneva  on  26 
June  1936,  except  as  it  affects  the  last-named  Convention; 

(g)  The  Conventions  and  Agreements  referred  to  in  subparagraphs  (a) 
to  (e)  as  amended  by  the  Protocol  of  1946  referred  to  in  subparagraph  (/); 

(h)  Protocol  signed  at  Paris  on  19  November  1948  Bringing  under 
International  Control  Drugs  outside  the  Scope  of  the  Convention  of  13  July 
1931  for  Limiting  the  Manufacture  and  Regulating  the  Distribution  of  Narcotic 
Drugs,  as  Amended  by  the  Protocol  signed  at  Lake  Success  on  11  December 
1946; 

(i)  Protocol  for  Limiting  and  Regulating  the  Cultivation  of  the  Poppy 
Plant,  the  Production  of,  International  and  Wholesale  Trade  in,  and  Use  of 
Opium,  signed  at  New  York  on  23  June  1953,  should  that  Protocol  have  come 
into  force. 

2.  Upon  the  coming  into  force  of  this  Convention,  article  9  of  the 
Convention  for  the  Suppression  of  the  Illicit  Traffic  in  Dangerous  Drugs,  signed 
at.  Geneva  on  26  June  1936,  shall,  between  the  Parties  thereto  which  are  also 
Parties  to  this  Convention,  be  terminated,  and  shall  be  replaced  by  paragraph 
2(b)  of  article  36  of  this  Convention;  provided  that  such  a  Party  may  by 
notification  to  the  Secretary-General  continue  in  force  the  said  article  9. 

Article  45s 
TRANSITIONAL  PROVISIONS 

1.  The  functions  of  the  Board  provided  for  in  article  9  shall,  as  from  the 
date  of  the  coming  into  force  of  this  Convention  (article  41,  paragraph  1),  be 


5  The  following  is  the  text  of  article  20  of  the  1972  Protocol: 

"Article  20 
"Transitional  provisions 

"1.  The  functions  of  the  International  Narcotics  Control  Board  provided  for  in  the 
amendments  contained  in  this  Protocol  shall,  as  from  the  date  of  the  coming  into  force 
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provisionally  carried  out  by  the  Permanent  Central  Board  constituted  under 
chapter  VI  of  the  Convention  referred  to  in  article  44  (c)  as  amended,  and  by 
the  Supervisory  Body  constituted  under  chapter  II  of  the  Convention  referred  to 
in  article  44  (J)  as  amended,  as  such  functions  may  respectively  require. 

Z  The  Council  shall  fix  the  date  on  which  the  new  Board  referred  to  in 
article  9  shall  enter  upon  its  duties.  As  from  that  date  that  Board  shall,  with 
respect  to  the  States  Parties  to  the  treaties  enumerated  in  article  44  which  are 
not  Parties  to  this  Convention,  undertake  the  functions  of  the  Permanent 
Central  Board  and  of  the  Supervisory  Body  referred  to  in  paragraph  1. 


Article  46 
DENUNCIATION 

1.  After  the  expiry  of  two  years  from  the  date  of  the  coming  into  force  of 
this  Convention  (article  41,  paragraph  1)  any  Party  may,  on  its  own  behalf  or  on 
behalf  of  a  territory  for  which  it  has  international  responsibility,  and  which  has 
withdrawn  its  consent  given  in  accordance  with  article  42,  denounce  this 
Convention  by  an  instrument  in  writing  deposited  with  the  Secretary-General. 

2.  The  denunciation,  if  received  by  the  Secretary-General  on  or  before  the 
first  day  of  July  in  any  year,  shall  take  effect  on  the  first  day  of  January  in  the 
succeeding  year,  and,  if  received  after  the  first  day  of  July,  shall  take  effect  as  if 
it  had  been  received  on  or  before  the  first  day  of  July  in  the  succeeding  year. 

3.  This  Convention  shall  be  terminated  if,  as  a  result  of  denunciations 
made  in  accordance  with  paragraph  1 ,  the  conditions  for  its  coming  into  force  as 
laid  down  in  article  41,  paragraph  1,  cease  to  exist. 


of  this  Protocol  pursuant  to  paragraph  1  of  article  18  above,  be  performed  by  the 
Board  as  constituted  by  the  unamended  Single  Convention. 

"2.  The  Economic  and  Social  Council  shall  fix  the  date  on  which  the  Board  as 
constituted  under  the  amendments  contained  in  this  Protocol  shall  enter  upon  its 
duties.  As  from  that  date  the  Board  as  so  constituted  shall,  with  respect  to  those 
Parties  to  the  unamended  Single  Convention  and  to  those  Parties  to  the  treaties 
enumerated  in  article  44  thereof  which  are  not  Parties  to  this  Protocol,  undertake  the 
functions  of  the  Board  as  constituted  under  the  unamended  Single  Convention. 

"3.  Of  the  members  elected  at  the  first  election  after  the  increase  in  the 
membership  of  the  Board  from  eleven  to  thirteen  members  the  terms  of  six  members 
shall  expire  at  the  end  of  three  years  and  the  terms  of  the  other  seven  members  shall 
expire  at  the  end  of  five  years. 

"4.  The  members  of  the  Board  whose  terms  are  to  expire  at  the  end  of  the 
above-mentioned  initial  period  of  three  years  shall  be  chosen  by  lot  to  be  drawn  by  the 
Secretary-General  immediately  after  the  first  election  has  been  completed." 
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Article  47 
AMENDMENTS 

1.  Any  Party  may  propose  an  amendment  to  this  Convention.  The  text  of 
any  such  amendment  and  the  reasons  therefor  shall  be  communicated  to  the 
Secretary-General  who  shall  communicate  them  to  the  Parties  and  to  the 
Council.  The  Council  may  decide  either: 

(a)  That  a  conference  shall  be  called  in  accordance  with  Article  62, 
paragraph  4,  of  the  Charter  of  the  United  Nations  to  consider  the  proposed 
amendment;  or 

(b)  That  the  Parties  shall  be  asked  whether  they  accept  the  proposed 
amendment  and  also  asked  to  submit  to  the  Council  any  comments  on  the 
proposal 

2.  If  a  proposed  amendment  circulated  under  paragraph  1  (b)  of  this  article 
has  not  been  rejected  by  any  Party  within  eighteen  months  after  it  has  been 
circulated,  it  shall  thereupon  enter  into  force.  If,  however,  a  proposed 
amendment  is  rejected  by  any  Party,  the  Council  may  decide,  in  the  light  of 
comments  received  from  Parties,  whether  a  conference  shall  be  called  to  consider 
such  amendment. 

Article  48 
DISPUTES 

1.  If  there  should  arise  between  two  or  more  Parties  a  dispute  relating  to 
the  interpretation  or  application  of  this  Convention,  the  said  Parties  shall  consult 
together  with  a  view  to  the  settlement  of  the  dispute  by  negotiation, 
investigation,  mediation,  conciliation,  arbitration,  recourse  to  regional  bodies, 
judicial  process  or  other  peaceful  means  of  their  own  choice. 

2.  Any  such  dispute  which  cannot  be  settled  in  the  manner  prescribed  shall 
be  referred  to  the  International  Court  of  Justice  for  decision. 

Article  49 
TRANSITIONAL  RESERVATIONS 

i.  A  Party  may  at  the  time  of  signature,  ratification  or  accession  reserve 
the  right  to  permit  temporarily  in  any  one  of  its  territories: 

(a)  The  quasi-medical  use  of  opium; 

(b)  Opium  smoking; 

(c)  Coca  leaf  chewing; 

{d)  The  use  of  cannabis,  cannabis  resin,  extracts  and  tinctures  of  cannabis 
for  non-medical  purposes;  and 
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(e)  The  production  and  manufacture  of  and  trade  in  the  drugs  referred  to 
under  (a)  to  (d)  for  the  purposes  mentioned  therein. 

2.  The  reservations  under  paragraph  1  shall  be  subject  to  the  following 
restrictions: 

(a)  The  activities  mentioned  in  paragraph  1  may  be  authorized  only  to  the 
extent  that  they  were  traditional  in  the  territories  in  respect  of  which  the 
reservation  is  made,  and  were  there  permitted  on  1  January  1961. 

(b)  No  export  of  the  drugs  referred  to  in  paragraph  1  for  the  purposes 
mentioned  therein  may  be  permitted  to  a  non-party  or  to  a  territory  to  which 
this  Convention  does  not  apply  under  article  42. 

(c)  Only  such  persons  may  be  permitted  to  smoke  opium  as  were  registered 
by  the  competent  authorities  to  this  effect  on  1  January  1964. 

(d)  The  quasi-medical  use  of  opium  must  be  abolished  within  15  years 
t  from  the  coming  into  force  of  this  Convention  as  provided  in  paragraph  1  of 

article  41. 

(c)  Coca  leaf  chewing  must  be  abolished  within  twenty-five  years  from  the 
coming  into  force  of  this  Convention  as  provided  in  paragraph  1  of  article  41. 

if)  The  use  of  cannabis  for  other  than  medical  and  scientific  purposes  must 
be  discontinued  as  soon  as  possible  but  in  any  case  within  twenty-five  years  from 
the  coming  into  force  of  this  Convention  as  provided  in  paragraph  1  of 
article  41. 

(s)  The  production  and  manufacture  of  and  trade  in  the  drugs  referred  to 
*in  paragraph  1  for  any  of  the  uses  mentioned  therein  must  be  reduced  and 
finally  abolished  simultaneously  with  the  reduction  and  abolition  of  such  uses. 

3.  A  Party  making  a  reservation  under  paragraph  1  shall: 

(a)  Include  in  the  annual  report  to  be  furnished  to  the  Secretary -General, 
in  accordance  with  article  1 8,  paragraph  1  (a),  an  account  of  the  progress  made 
in  the  preceding  year  towards  the  abolition  of  the  use,  production,  manufacture 
or  trade  referred  to  under  paragraph  1 ;  and 

(b)  Furnish  to  the  Board  separate  estimates  (article  19)  and  statistical 
returns  (article  20)  in  respect  of  the  reserved  activities  in  the  manner  and  form 
prescribed  by  the  Board. 

4.  (a)  If  a  Party  which  makes  a  reservation  under  paragraph  1  fails  to 
furnish: 

(i)  The  report  referred  to  in  paragraph  3  (a)  within  six  months  after  the 
end  of  the  year  to  which  the  information  relates; 

(ii)  The  estimates  referred  to  in  paragraph  3  (b)  within  three  months  after 
the  date  fixed  for  that  purpose  by  the  Board  in  accordance  with 
article  1 2,  paragraph  1 ; 

(iii)  The  statistics  referred  to  in  paragraph  3  (b)  within  three  months  after 
the  date  on  which  they  are  due  in  accordance  with  article  20, 
paragraph  2, 
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the  Board  or  the  Secretary-General,  as  the  case  may  be,  shall  send  to  the  Party 
concerned  a  notification  of  the  delay,  and  shall  request  such  information  within 
a  period  of  three  months  after  the  receipt  of  that  notification. 

(b)  If  the  Party  fails  to  comply  within  this  period  with  the  request  of  the 
Board  or  the  Secretary-General,  the  reservation  in  question  made  under 
paragraph  1  shall  cease  to  be  effective. 

5.  A  State  which  has  made  reservations  may  at  any  time  by  notification  in 
writing  withdraw  all  or  part  of  its  reservations. 

Article  506 
OTHER  RESERVATIONS 

1 .  No  reservations  other  than  those  made  in  accordance  with  article  49  or 
with  the  following  paragraphs  shall  be  permitted. 

2.  Any  State  may  at  the  time  of  signature,  ratification  or  accession  make 
reservations  in  respect  of  the  following  provisions  of  this  Convention: 

Article  12,  paragraphs  2  and  3;  article  13,  paragraph  2;  article  14, 
paragraphs  1  and  2;  article  31,  paragraph  1  (b)  and  article  48. 


6  The  following  is  the  text  of  article  21  of  the  1972  Protocol: 

"Article  21 
"Reservations 

"1.  Any  State  may,  at  the  time  of  signature  or  ratification  of  or  accession  to  this 
Protocol,  make  a  reservation  in  respect  of  any  amendment  contained  herein  other  than 
the  amendments  to  article  2,  paragraphs  6  and  7  (article  1  of  this  Protocol),  article  9, 
paragraphs  1,  4  and  5  (article  2  of  this  Protocol),  article  10,  paragraphs  1  and  4 
(article  3  of  this  Protocol),  article  11  (article  4  of  this  Protocol),  (article  14  bis 
(article  7  of  this  Protocol),  article  16  (article  8  of  this  Protocol),  article  22  (article  12 
of  this  Protocol),  article  35  (article  13  of  this  Protocol),  article  36,  paragraph  1  {b) 
(article  14  of  this  Protocol),  article  38  (article  15  of  this  Protocol)  and  article  38  bis 
(article  16  of  this  Protocol).* 

"2.  A  State  which  has  made  reservations  may  at  any  time  by  notification  in 
writmg  withdraw  all  or  part  of  its  reservations." 


•  Note  by  the  Secretariat:  The  following  explanatory  note  is  reproduced  from  the 
certified  true  copy,  established  by  the  Secretary-General  on  8  August  1975,  of  the  Single 
Convention  on  Narcotic  Drugs,  1961,  as  amended  by  the  1972  Protocol  Amending  the 
Single  Convention  on  Narcotic  Drugs,  1961: 

"It  will  be  noted  that  States  that  wish  to  make  a  reservation  to  one  or  more  of  the 
amendments  in  accordance  with  the  above  article  21  of  the  1972  Protocol  should  first 
become  Parties  to  the  Single  Convention  in  its  unamended  form  (if  they  have  not 
already  done  so),  and  then  should  ratify  or  accede  to  the  1972  Protocol  subject  to  the 
desired  reservation." 
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3.  A  State  which  desires  to  become  a  Party  but  wishes  to  be  authorized  to 
make  reservations  other  than  those  made  in  accordance  with  paragraph  2  of  this 
article  or  with  article  49  may  inform  the  Secretary-General  of  such  intention. 
Unless  by  the  end  of  twelve  months  after  the  date  of  the  Secretary-General's 
communication  of  the  reservation  concerned,  this  reservation  has  been  objected 
to  by  one  third  of  the  States  that  have  ratified  or  acceded  to  this  Convention 
before  the  end  of  that  period,  it  shall  be  deemed  to  be  permitted,  it  being 
understood  however  that  States  which  have  objected  to  the  reservation  need  not 
assume  towards  the  reserving  State  any  legal  obligation  under  this  Convention 
which  is  affected  by  the  reservation. 

4.  A  State  which  has  made  reservations  may  at  any  time  by  notification  in 
writing  withdraw  all  or  part  of  its  reservations. 

Article  51 
NOTIFICATIONS 

The  Secretary-General  shall  notify  to  all  the  States  referred  to  in 
paragraph  1  of  article  40: 

(j)  Signatures,  ratifications  and  accessions  in  accordance  with  article  40; 

(b)  The  date  upon  which  this  Convention  enters  into  force  in  accordance 
with  article  41; 

(c)  Denunciations  in  accordance  with  article  46;  and 

(d)  Declarations  and  notifications  under  articles  42, 43, 47, 49  and  50. 
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SCHEDULES* 

List  of  Drugs  Included  in  Schedule/ 

ACETORPHINE  (3-0-acetyltetrahydro-7o-(l-hydroxy-l-mcthylbutyl)-6,14-tf/u/octheno- 
oripavine) 

ACETYLMETHADOL(3-acetoxy-6-dimethylamino-4,4-diphcnylheptane) 
ALLYLPRODINE  (3-alIyM-methyl-4-phenyl-4-propionoxypiperidinc) 
ALPHACETYLMETHADOL  (alpha-3-acetoxy-6-dimethylamino-4,4-diphenylheptane) 
ALPHAMEPRODINE(aJpha-3-cthyl-l-methyl-4-phenyl-4-propionoxypiperidinc) 
ALPHAMETHADOL  (alpha-6-dimethylamino-4,4-diphenyI-3-heptanol) 
ALPHAPRODINE  (alpha- 1 ,3-dimethyl-4-phenyl-4-propionoxypiperidine) 
ANILERIDINE  (l-partf-ammophenethyl-4-phenylpiperidine-4-carboxylic  acid  ethyl  ester) 
BENZETHIDINE  (l-(2-bcnzyloxyethyl)-4-phenylpiperidine-4-carboxylic  acid  ethyl  ester) 
BENZYLMORPHINE  (3-benzylmorphine) 

BETACETYLMETHADOL(beta-3-acetoxy-6-dimethylaminO'4,4-diphenylheptane) 
BETAM  EPROD1 NE  (beta-3-ethyl-l-methyl-4-phenyl-4-propionoxypiperidine) 
BETAMETHADOL  (beta-6-dimethylamino-4,4-diphenyl-3-heptanol) 
BETAPRODINE  (bcta-1 ,3-dimethyM-phenyM-propionoxypiperidine) 
BEZITR AMIDE  (l-(3-cyano-3,3-diphenylpropyl)-4-<2-oxo-3-propionyI-l-benzirnidazolinyl)- 
piperidine) 

CANNABIS  and  CANNABIS  RESIN  and  EXTRACTS  and  TINCTURES  OF  CANNABIS 
CLON1TAZENE  (2-para-chlorbenzy  1- 1  -die thy laminoethy l-5-nitrobenzimidazole) 
COCA  LEAF 

COCAINE  (methyl  ester  of  benzoylecgonine) 
CODOXIME  (dihydrocodeinone-6-carboxymethyloxime) 

CONCENTRATE  OF  POPPY  STRAW  (the  material  arising  when  poppy  straw  has  entered 
into  a  process  for  the  concentration  of  its  alkaloids  when  such  material  is  made 
available  in  trade) 

DESOMORPHINE  (dihydrodeoxymorphine) 

DEXTROMORAM1DE  ((+H  l2-methyl-4-oxo-3,3-diphenyl-4-(l-pynolidinyl)  butylj 
morpholine) 

DIAMPROMIDE  (N-(2-methyIphenethyIamino  propyl]  propionanilide) 
DIETHYLTH1AMBUTENE  (3-diethylamino-l  ,l-di-(2'-thienyl)-l-butene) 
DIFENOXIN  (l-(3-cyano-3,3-diphenylpropyl)-4-phenylisonipecotic  acid) 
DIHYDROMORPHINE 

DIMENOXADOL  (2-dimethylaminoethyl-l-ethoxy-l,l-diphenylacetate) 
DIMEPHEPTANOL  (6-dimethylamino-4,4-diphenyl-3-heptanol) 
DIMETHYLTH1AMBUTENE  (3-dimethylamino-l  ,l-di-(2'-thjenyl)-l-butene) 
DIOXAPHETYL  BUTYRATE  (ethyl-4-morpholino-2.2-diphenylbutyrate) 
DIPHENOXYLATE  (l-(3-cyano-3,3-diphenyIpropyl)-4-phenylpiperidine-4-carboxylic  acid 
ethyl  ester) 

DIPIPANONE  (4,4-diphenyl-6-piperidine-3-heptanone) 

DROTEB  ANOL  (3,4-dimethoxy-l  7-methy  lmorphinan-60,  14-diol) 

ECGONINE,  its  esters  and  derivatives  which  are  convertible  to  ecgonine  and  cocaine 

ETHYLMETHYLTHI AMBUTENE  (3-ethylmethylamino-l  ,1  -di-(2'thienylH-butene) 


•  Note  by  the  Secretariat:  The  Schedules  I  to  IV  as  reproduced  in  the  present 
document  contain  not  only  the  substances  included  respectively  therein  by  the  United 
Nations  Conference  for  the  Adoption  of  a  Single  Convention  on  Narcotic  Drugs  in  1961  (for 
the  original  Schedules  see  E/CONF. 34/24/ Add.  I)  but  also  all  amendments  made  to  these 
Schedules  up  to  the  end  of  1976  by  decisions  of  the  Commission  on  Narcotic  Drugs,  in 
accordance  with  the  requirements  and  the  procedure  provided  for  in  article  3  of  the  1961 
Convention.  The  Secretariat  has  also  made  some  minor  corrections  regarding  the  chemical 
denomination  of  some  of  the  substances  contained  in  Schedules  I  to  IV. 
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ETON1TAZENE  (l-diethylaminoethyl-2-para-cthoxybcnzyl-S-nitrobenzimidazole) 
ETORPHINE  (tetrahydro-7o-(l-hydioxy-l-mcthylbutyl)-6,14-«rtJoethcno-oripavinc) 
ETOXERIDINE  (l-(2-<2-hydroxyethoxy)-cthyll-4-phenylpiperidinc-4-carboxylic  acid  ethyl 
ester) 

FENTANYL  (l-phenethyl-4-N-propionylanilinopiperidine) 

FURETHIDINE  (l-(2-tetrahydrofurfuryloxyethyl)-4-phenylpiperidine-4-caiboxyUc  acid 

ethyl  ester) 
HEROIN  (diacetylmorphine) 
HYDROCODONE  (dihydrocodeinone) 
HYDROMORPHINOL(14-hydroxydihydromorphine) 
HYDROMORPHONE(dihydromorphinone) 

HYDROXYPETH1DINE  (4-mefa-hydroxyphenyl-l-methyIpiperidine-4-carboxylic  acid  ethyl 
ester) 

ISOMETHADONE  (6-dimethylamino-5-methyl-4,4-diphenyI-3-hexanone) 
KETOBEMIDONE  (4-meftf-hydroxyphenyl-l-methyM-propionylpiperidine) 
LEVOMETHORPHAN*  ((-)-3-methoxy-N-methylmorphinan) 

LEVOMOR AMIDE  ((-)-4-|2-methyl-4-oxo-3,3-diphenyl-4-(l-pyrrolidinyl)  butyll  morpholine) 

LEVOPHENACYLMORPHAN  ((-)-3-hydroxy-N-phenacylmorphinan) 

LEVORPHANOL*  ((-)-3-hydroxy-N-methylmorphinan) 

METAZOCINE(2'-hydroxy-2,5,9-trimethyl-6,7-benzomorphan) 

METHADONE  (6-dimethylamino-4,4-diphenyl-3-heptanone) 

METHADONE  INTERMEDIATE  (4-cyano-2-dimethyIamino-4,4-diphenylbutane) 

METHYLDESORPHINE(6-methyI-delu-6-deoxymorphine) 

METHYLDIHYDROMORPHINE  (6-methyldihydromorphine) 

METOPON  (5-methyldihydromorphinone) 

MOR AMIDE  INTERMEDIATE  (2-methyl-3-morpholino-l,l-diphenylpropane  caiboxylic. 
acid) 

MORPHERIDINE  (M2-morpholinoethyl)-4-phenylpiperidine-4<aiboxylic  acid  ethyl  ester) 
MORPHINE 

MORPHINE  METHOBROMIDE  and  other  pentavalent  nitrogen  morphine  derivatives 

MORPH1NE-N-OXIDE 

MYROPHINE  (myristylbenzylmorphine) 

NICOMORPHINE(3,6-dinicotinylmorphine) 

NORACYMETHADOL  ((±>alpha-3-acetoxy-6-methylamino-4,4-diphenylheptane) 

NORLEVORPHANOL((-)-3-hydroxymorphinan) 

NORMETHADONE  (6-dimethylamino-4,4-diphenyl-3-hexanone) 

NORMORPHINE  (demethylmorphine) 

NORPIPANONE  (4,4-diphenyl-6-piperidino-3-hexanone) 

OPIUM 

OXYCODONE  (14-hydroxydihydrocodeinone) 
OXYMORPHONE(U-hydroxydihydromorphinone) 
PETHIDINE  (l-methyl-4-phenylpiperidine-4-cajboxylic  acid  ethyl  ester) 
PETHIDINE  INTERMEDIATE  A  (4-cyano-l-methyl-4-phenylpiperidine) 
PETHIDINE  INTERMEDIATE  B  (4-phenylpiperidine-4-carboxylic  acid  ethyl  ester) 
PETHIDINE  INTERMEDIATE  C  (l-methyl-4-phenylpiperidine-4-carboxylic  acid) 
PHENADOXONE  (6-morpholino-4,4-diphenyl-3-heptanone) 
PHENAMPROMIDE  (N-(l-methyl-2-piperidinoethyl)  propionanilide) 
PHENAZOCINE  (2'-hydroxy-5,9-dimethyl-2-phenethyl-6,7-benzomorphan) 
PHENOMORPHAN  (3-hydroxy-N-phenethylmorphinan) 

PHENOPERIDINE  (l-(3-hydroxy-3-paenylpropyl)-4-phenylpiperidine-4<arboxylic  acid 
ethyl  ester) 


•  Dextromethorphan  ((+)-3-methoxy-N-methylmorphinan)  and  dextrorphan  ((+)-3- 
hydroxy-N-methylmorphinan)  are  specifically  excluded  from  this  Schedule. 
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PIMINODINE  (4-phcnyM-(3-phcnylaminopropyl)  pipcridinc-4-carboxylic  acid  ethyl  ester) 
PIR1TRAMIDE  (l-(3-cy&no-3,3-diphenylpropy!)-4-(l -piperidinoH>iperidine-4-carboxyUc 
acid  amide) 

PROHEPTAZINE  (1 ,3-dimethyl-4-phenyl-4-propionoxyazacy  clohepUne) 
PROPERIDINE  (l-methyM-phenylpiperidine-4-carboxylic  acid  isopropyl  ester) 
RACEMETHORPHAN((^)-3-methoxy-N-methylmorphinan) 

RACEMORAMIDE  ((±H  |2-methyl-4-oxo-3,3-diphenyl-4-<l-pynolidinyl)  butyl)  morpholine 
RACEMORPHAN  ((±)-3-hydroxy-N-methylmorphinan) 
THEBACON  (acetyldihydrocodeinone) 
THEBAINE 

TRIMEPERIDINE  (1,2,5-trimethyM-phenyM-propionoxypiperidine);  and 

The  isomers,  unless  specifically  excepted,  of  the  drugs  in  this  Schedule  whenever  the 

existence  of  such  isomers  is  possible  within  the  specific  chemical  designation; 

The  esters  and  ethers,  unless  appearing  in  another  Schedule,  of  the  drugs  in  this 

Schedule  whenever  the  existence  of  such  esters  or  ethers  is  possible; 

The  salts  of  the  drugs  listed  in  this  Schedule,  including  the  salts  of  esters,  ethers  and 

isomers  as  provided  above  whenever  the  existence  of  such  salts  is  possible. 

List  of  Drugs  Included  in  Schedule  II 

ACETYLDIHYDROCODEINE 
CODEINE  (3-methylmorphine) 
D1HYDROCODEINE 
ETHYLMORPHINE  (3-ethylmorphine) 
NICOCODINE  (6-nicotinylcodeine) 
NICODICODINE  (6-nicotinyldihydrocodeine) 
NO  ROOD  EI  NE  (N-demethylcodeine) 
PHOLCODINE  (morpholinylethylmorphine) 

PROPIRAM  (N-(l-methyl-2-pipcridinoethyl)-N-2-pyrjdylpropionamidc);  and 

The  isomers,  unless  specifically  excepted,  of  the  drugs  in  this  Schedule  whenever  the 

existence  of  such  isomers  is  possible  within  the  specific  chemical  designation; 

The  salts  of  the  drugs  listed  in  this  Schedule,  including  the  salts  of  the  isomers  as 

provided  above  whenever  the  existence  of  such  salts  is  possible. 

List  of  Preparations  Included  in  Schedule  III 

1.  Preparations  of  Acetyldihydrocodeine, 

Codeine, 

Dihydrocodeine, 

Ethylmorphine, 

Nicodicodine, 

Norcodeine,  and 

Pholcodine 

when  compounded  with  one  or  more  other  ingredients  and  containing  not  more  than 
100  milligrams  of  the  drug  per  dosage  unit  and  with  a  concentration  of  not  more  than 
2.5  per  cent  in  undivided  preparations. 

2.  Preparations  of  propiram  containing  not  more  than  100  milligrams  of  propiram 
per  dosage  unit  and  compounded  with  at  least  the  same  amount  of  methylcellulose. 

3.  Preparations  of  cocaine  containing  not  more  than  0.1  per  cent  of  cocaine' 
calculated  as  cocaine  base  and  preparations  of  opium  or  morphine  containing  not  more  than 
0.2  per  cent  of  morphine  calculated  as  anhydrous  morphine  base  and  compounded  with  one 
or  more  other  ingredients  and  in  such  a  way  that  the  drug  cannot  be  recovered  by  readily 
applicable  means  or  in  a  yield  which  would  constitute  a  risk  to  public  health. 
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4.  Preparations  of  difenoxin  containing,  per  dosage  unit,  not  more  than'  0.5 
milligram  of  difenoxin  and  a  quantity  of  atropine  sulphate  equivalent  to  at  least  5  per 
cent  of  the  dose  of  difenoxin. 

5.  Preparations  of  diphenoxylate  containing,  per  dosage  unit,  not  more  than  2.5 
milligrams  of  diphenoxylate  calculated  as  base  and  a  quantity  of  atropine  sulphate 
equivalent  to  at  least  one  per  cent  of  the  dose  of  diphenoxylate. 

6.  Putvis  ipecacuanhae  et  opii  compositus 

10  per  cent  opium  in  powder 
10  per  cent  Ipecacuanha  root,  in  powder 
well  mixed  with 

80  per  cent  of  any  other  powdered  ingredient  containing  no  drug. 

7.  Preparations  conforming  to  any  of  the  formulae  listed  in  this  Schedule  and 
mixtures  of  such  preparations  with  any  material  which  contains  no  drug. 


List  of  Drugs  Included  in  Schedule  IV 

ACETORPHINE  (3-0-acetyltetrahydro-7o-<l-hydroxy-l-methylbutyl)-6,14<n</oethcno- 

oripavine) 
CANNABIS  and  CANNABIS  RESIN 
DESOMORPHINE  (dihydrodeoxymorphine) 

ETORPH1NE  (tetrahydro-7a-(l-hydroxy-l-methylbutyl)-6,14-enJoetheno-oripavine) 
HEROIN  (diacetylmorphine)  '  * 

KETOBEMIDONE  (4-mefa-hydroxyphenyl-l-methyl-4-propionylpiperidine);  and 

The  salts  of  the  drugs  listed  in  this  Schedule  whenever  the  formation  of  such  salts  is 
possible. 


10.  SECTION  5  OF  THE  ORPHAN  DRUG  ACT 

GRANTS  AND  CONTRACTS  FOR  DEVELOPMENT  OF  DRUGS  FOR  RARE 
DISEASES  AND  CONDITIONS 

Sec.  5.  (a)  [21  U.S.C.  360ee]  The  Secretary  may  make  grants  to 
and  enter  into  contracts  with  public  and  private  entities  and  indi- 
viduals to  assist  in  (1)  defraying  the  costs  of  qualified  testing  ex- 
penses incurred  in  connection  with  the  development  of  drugs  for 
rare  diseases  and  conditions,  (2)  defraying  the  costs  of  developing 
medical  devices  for  rare  diseases  or  conditions,  and  (3)  defraying 
the  costs  of  developing  medical  foods  for  rare  diseases  or  condi- 
tions. 

(b)  For  purposes  of  subsection  (a): 

(1)  The  term  '  'qualified  testing"  means — 

(A)  human  clinical  testing — 

(i)  which  is  carried  out  under  an  exemption  for  a 
drug  for  a  rare  disease  or  condition  under  section 
505(i)  of  the  Federal  Food,  Drug,  and  Cosmetic  Act  (or 
regulations  issued  under  such  section);  and 

(ii)  which  occurs  after  the  date  such  drug  is  desig- 
nated under  section  526  of  such  Act  and  before  the 
date  on  which  an  application  with  respect  to  such 
drug  is  submitted  under  section  505(b)  or  507  of  such 
Act  or  under  section  351  of  the  Public  Health  Service 
Act;  and 

(B)  preclinical  testing  involving  a  drug  for  a  rare  disease 
or  condition  which  occurs  after  the  date  such  drug  is  desig- 
nated under  section  526  of  such  Act  and  before  the  date  on 
which  an  application  with  respect  to  such  drug  is  submit- 
ted under  section  505(b)  or  507  of  such  Act  or  under  sec- 
tion 351  of  the  Public  Health  Service  Act. 

(2)  The  term  "rare  disease  or  condition"  means  (1) 1  in  the 
case  of  a  drug,  any  disease  or  condition  which  (A) 1  affects  less 
than  200,000  persons  in  the  United  States,  or  (B) 1  affects  more 
than  200,000  in  the  United  States  and  for  which  there  is  no 
reasonable  expectation  that  the  cost  of  developing  and  making 
available  in  the  United  States  a  drug  for  such  disease  or  condi- 
tion will  be  recovered  from  sales  in  the  United  States  of  such 
drugs,  (2) 1  in  the  case  of  a  medical  device,  any  disease  or  con- 
dition that  occurs  so  infrequently  in  the  United  States  that 
there  is  no  reasonable  expectation  that  a  medical  device  for 
such  disease  or  condition  will  be  developed  without  assistance 
under  subsection  (a),  and  (3) 1  in  the  case  of  a  medical  food, 
any  disease  or  condition  that  occurs  so  infrequently  in  the 
United  States  that  there  is  no  reasonable  expectation  that  a 


1  So  in  original,  see  Public  Law  100-290. 
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medical  food  for  such  disease  or  condition  will  be  developed 
without  assistance  under  subsection  (a).  Determinations  under 
the  preceding  sentence  with  respect  to  any  drug  shall  be  made 
on  the  basis  of  the  facts  and  circumstances  as  of  the  date  the 
request  for  designation  of  the  drug  under  section  526  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act  is  made. 

(3)  The  term  ' 'medical  food"  means  a  food  which  is  formulat- 
ed to  be  consumed  or  administered  enterally  under  the  super- 
vision of  a  physician  and  which  is  intended  for  the  specific  die- 
tary management  of  a  disease  or  condition  for  which  distinc- 
tive nutritional  requirements,  based  on  recognized  scientific 
principles,  are  established  by  medical  evaluation, 
(c)  For  grants  and  contracts  under  subsection  (a)  there  are  au- 
thorized to  be  appropriated  $10,000,000  for  fiscal  year  1988, 
$12,000,000  for  fiscal  year  1989,  $14,000,000  for  fiscal  year  1990. 


11.  PUBLIC  LAW  88-136;  REVOLVING  FUND 


PUBLIC  LAW  88-136 

AN  ACT  Making  appropriations  for  the  Department  of  Labor,  and  Health,  Educa- 
tion, and  Welfare,  and  related  agencies,  for  the  fiscal  year  ending  June  30,  1964, 
and  for  other  purposes. 

******* 

TITLE  II— DEPARTMENT  OF  HEALTH,  EDUCATION,  AND 

WELFARE 

Food  and  Drug  Administration 

******* 

REVOLVING  FUND  FOR  CERTIFICATION  AND  OTHER  SERVICES 

For  the  establishment  of  a  revolving  fund  for  certification  and 
other  services,  there  is  hereby  appropriated  the  aggregate  of  fees 
(including  advance  deposits  to  cover  such  fees)  paid  during  the 
fiscal  year  1964,  and  each  succeeding  fiscal  year,  for  services  in 
connection  with  the  listing,  certification,  or  inspection  of  certain 
products  and  the  establishment  of  tolerances  for  pesticides,  in  ac- 
cordance with  sections  406,  408,  507,  702A,  and  706  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act,  as  amended  (21  U.S.C.  346a,  356, 
357,  372a,  and  376),  and  the  unexpended  balance  of  such  fees  (or 
advance  deposits)  heretofore  appropriated  shall  be  credited  to  such 
revolving  fund.  This  fund  shall  be  available  without  fiscal  year  lim- 
itation for  salaries  and  expenses  necessary  to  carry  out  the  Secre- 
tary's responsibilities  in  connection  with  such  listings,  certifica- 
tions, inspections,  or  establishment  of  tolerances,  including  the  con- 
duct of  scientific  research,  development  of  methods  of  analysis,  pur- 
chase of  chemicals,  fixtures,  furniture,  and  scientific  equipment 
and  apparatus;  expenses  of  advisory  committees;  refund  of  advance 
deposits  for  which  no  services  have  been  rendered:  Provided,  That 
any  supplies,  furniture,  fixtures,  and  equipment  on  hand  or  on 
order  on  June  30,  1963,  and  purchased  or  ordered  under  appropria- 
tions for  "Salaries  and  Expenses,  Certification,  Inspection,  and 
Other  Services,"  shall  be  used  to  capitalize  the  revolving  fund. 

******* 

o 
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